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Docket No. 50-424
. ..

MEMORANDUM FOR: Elinor G. Adensas, Chief
Licensing Branch #4, DL

FROM: W. H. Regan, Jr., Chief
Site Analysis Branch, DE

SUBJECT: REQUEST FOR ADDITONAL IFORMATION ON YOGTLE

Please request responses to the enclosed ouestions frm: the Georgia Powr
Co. so that we may continue our review of the Yogtle Electric Generating
Plant FSAR.

These questions were prepared by Al Brauner of rny staff.

Original signed by W. H. Regan, Jr.

W. H. Regan, Jr., Chief.

Site Analysis Branch
Division of Engineering

Enclosure:
As stated

cc: M. Miller
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REQUEST FOR ADDITIONAL INFORMATION ON V0GTLE
.

311.4 Provide information pertaining to the proposed simulator, specifically:

(2.1.2) a. where is it located with respect to the plant?

b. what is the size of the staff assigned to it?

c. how many trainees are expected to be involved?

d. what arrangements have been made to control the activities

of personnel participating in the simulator program since it

is apparently witnin the exclusion / site boundary?
.

311.5 Provide the following information (include the distances and

(2.1.3)- directions in relation to the plant)

(a) location of closest residence as well as type of residence
.. (i.e., permanent or temporary occupancy),

,

(b) A listing of all communities within 30 miles of the plant that.

have populations greater than 1000 persons, and

(c) Identification of the largest city within 50 miles of the plant.

311.6 River Road, although relocated, still appears to run inside the

( 2.1.2 ) exclusion / site boundary according to Figure 1.1-1.

a. If any drawings (figures) are in error, please revise.

b. If River Road is located within the property line, provide

information on the arrangements that have been made to control,

the activity on this road, particularly during an emergency

situation.

'
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311.7 Some of the numbers in the various population tables do not agree
(2.1.3) (e.g., when comparing FSAR Tables 2.1.3-1 thru 2.1.3-16 with

2.1.3-17 and 2.1.3-18, the respective year population totals do

not agree). Please check for discrepancies and revise the tables in

all documents for consistency.' ~~ .

.

311.8 No mention is made of the Ebenezer Church located within the LpZ.

(2.1.3) Provide infonnation on the size of the congregation, and whether it

is active or not. If active, indicate the frequency of services

and/or meetings that take place.

311.9 Provide a listing of all prisons, hospitals, nursing / convalescent
.

(2.1.3) homes, day care centers, schools, churches, cemeteries or similar
,

institutions located within ten miles of the site. Specify their I

locations (distance and direction), the number of persons ordinarily 1
'

employed or in attendance (occupants, staff, students, employees,

guests, visitors, etc.), and the capacity of each facility. I

I
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I;0TE TO:' Jack Spraul !

" '' Fit 0F: F:elinda 1: alloy.

i
e. SU3 JECT: RESULTS OF V0GTLE OQAP REVIW j,,

!.

I have conpleted my review of the Vogtle OQAP and have compared my results
with yours. Enclosure 1 includes my questions which are counterparts to ,,

yours and also includes a summary sheet which highlights the differences i
-

ibetween ny questions and yours,

Enclosure 2 includes new questions addressing those areas for which I was -

not able to incate sufficiently detailed information in the 04AP.

'4henever convenient- for you in the near future, I'd like to go over any F

differences in our reviews in order to gain a better understanding of the I
applicable QA licensing philosophy. }

.

/ ,,

F2LI!iDA FALLOY
"

Enclosures:
1. Questions from VrrP 04AP

Review
2 ::ew Questions

cci 'JA Altr.an
JL P.ilhoan
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E:: CLOSURE 1-;,
i

QUESTIONS FROM VmF 0 ;AP REVIL'

'(.
'

Jack's Melinda's Jack's Melinda's Jack's Melinda's

s..-Y'j'260.1 similar 260.21 similar" . 260.41 similar",

260.2. similar 260.22 similar 260.42' none" * '
'

/ I' ' '260 3 similar 260.23 similar 260.43 similar"*

'*

260.4 none* 260.24 none* 260.44 similar

260 5 similar 260.25 sir 11ar 260.45 similar

260.6 similar 260.26. similar 260.46 similar

260.7 similar 260.27 similar 260.47 similar" /)' 2 "'~^

260.8 similar 260.28 similar 260.48 similar

260 9 sinilar 260.29 similar 260.49 sir.ilar" D " '
260.10 similar 260 30 sir 11ar 260 50 sir.ilar

l
260,11 similar" ,|)- 260 31 none 260 51 similar, . ., y.

260.12 similar 260.32 similar 260 52 similar
2 VE

260.13 similar 260 33 none 260 53 similar" Ih . i'

!260.14 similar 260.34 similar" 260 54 none*

260.15 sinilar 260 35 similar 260 55 sir.ilar* *

260.16 similar 260 36 similar

260.17 similar' 260 37 similar
. y...

3 '.

260.19 similar 260 38 similar #''
*

,6
''

260.19 none* 260 39 similar" -

260.20 similar 260.40 similar

.

.

' Concur with the question..

"Has more/less information than Jack's question. See Melinda's question
sheet for an explanation of the difference.

1See question on 2B2. - ?
2
List in FSAR seems to be all encompassing of special processes that may be

( encountered in operations. -

)S
..es- *"y,r-

'

g ee question on 10B2 4Section 17.2.12 6 states that the supe ent of r.aintenance has respon-
sibility f developing, approving a implementing calibration program. ~i~,. * *

._____- -_-_____ ~
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M Provide an organization chart that clearly identifies all the onsite and
offsite organizat:ional elenents which function under the cognizance of

f

5, the QA program, showing the lines of responsibility. Provide charts
for the GMCA, QAM, QA site manager, QA field group and the QC supervi-
ser's organizations. Provide a description of the criteria used for
deternining the size of the QA organization and the inspection staff (QC
crganization) . Give an indication of the approxinate size of the QA and

,

*

QC staff planned for nornal operation.
.'

.

CO.9 ARISO.: Wordirq sinilar to 260,1.N

.
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L''- 153 Clarify whether persons /organiza?. ions perfern:ing QA. functions have dir-
,

ect access to r.anagement levels which will assure ability to: i

1. Identify quality proble:ns. -
,,

2 Initiate, recommend or provide solutions.

3. Verify impler.entation of solutions.

Identify the persons and organizations with the above authority and '

describe he* those actions are carried out.

|
|
i

[ C0Y3ARISON: Wording similar to 260.2
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19 The Vogtle QA Manager has the authority to stop unsatisfactory work.
Clarify whether this authority is delineated in writing and whether his
authority extends to controlling further processing, delivery or in-
stallation of nonconforming material.

-

.

00:-?ARISON: Wording sicilar to 260 3.
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- 126 Clarify that designated QA/QC individuals are involved in day-tp-day pla..t
safety-related activities, i.e., the CA organization routinely attends
and participates in daily plant work schedule and status meetings to as-
sure they are kept abreast of day-to day work .;,ssign.?.ents throughout the
plant and that there is adequate QA coverage relative to procedural and
inspection controls, acceptance criteria and QA staffing and qualifica-
tion of personnel to carry out QA assignments.

M ARISON: Wording si .ile.r to 260 5.
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IC2 Provide qualification requirer.ents for the GM3 and clarify that these
are established in a position' description which includes:

1. 1:anagement experience through assignments to responsible
positions.

' * 2.- Knowledge of QA regulations, policies, practices and*

standards.

3 Experience working in:CA or related activity in reactor
,

design, construction or operation or in a sirJ.lar high
technology industry.

In addition, provide qualification requirements for the Vogtle M
Manager.

C0!G.RISON: Wording similar to 260.6. .
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231 a. Describe the provisions established to assure that quality-affect-
'ing proe'edures required to implement the @ prograr are consistent
with @ program co.r.t.ittents and corporate policies, and are proper-
ly documented, controlled and made candatc.y through a policy
statement signed by the responsible official,

b. Describe the provisions established to assure that the @ crganiza-
tion reviews and documents concurrence with the quality-related pro-
cedures. .

-

CC:GARISON: Wording similar to 260.7.
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233 Section 1.9 of the FSAR provides a number of clarifications, except-'

ions and alternatives to the QA -regulatory guides listed in Section
,

VI of mREG-0800,- Chapter 17.2. ' For each QA guide, provide thei

following:

. 1. . An indication. of the specific guidance to which' an exception
is being taken or for which an alternative or clarification*

is given.

2 . Clear identification of the GPC position with regard to the*

,

guidance and an identification as to whether the position is
an exception or alternative to or a clarification of the
guidance.

3. An appropriate discussion of how each clarification, ex-
eeption or alternative provides an acceptable method of
complying with the applicable rules and regulations of the,

Commission, i.e., provide a justification.'

I Describe how, for systems, components and structures covered by the AS:-2
Code Section III (Classes 1, 2, and 3), 'that the QA Code requirements -
will be supplemented by the specific guidance addressed in the regula-
tory positions of the applicable RGs. Identify RGs and ANSI standards
by number, title and revision /date. Clearly identify any alternatives

j or exceptions and pros-ide supporting - justification.

Describe how t QA organization and the necessary technical organizationst
participate ear y in the QA progran definition phase to determine and
identify the extent QA controls are to be applied to specific structures,
systems and co:ponents, i.e. , describe the graded approach used.

.

+.

| . COFPARISON: First part abose, wording similar to 260.8
Second part above, wordin6 similar to 260.9.

;

i " - ~~' ' Third part above, wording simila'r to 260.10 !
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1

2?h Identify existing / proposed @ procedu es reflecting that 10 Cm Part
50 Appendix B,10 cm 50 55a and the @ RGs listed in Section VI of
1;L'RD-0800 Chapter 17.2 vill be properly carried out.

. -

'. ..

COMPARISON: Sinilar to 260.11, but the above requests information on
10 cm 50 55a also. kWE
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- 2C1 Descriime the measures used by the Executive VP - Power Supply to reguls.r-
ly assess the scope, status / adequacy and compliance of the CA prograr.,

to 10 CFR 50 Appendix B, including:

1. Frequent contact with program status through reperts, meet-
ings and/or audits.

-

2 Performance of an annual assessment which is preplanned and
documented and corrective action is identified and tracked.,

.

.

CO:C:ARISON: Wording sirilar to 260.12
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j' 2D Describe neasu es for ' assuring that:

1. Proficiency tests are "given to those personnel performing and
verifying activities affecting quality,' and acceptance criteria
are developed to determine if individuals are properly trained
and qualified.

2 Certificate of qualifications clearly delineate
,

the specific functions personnel are qualified to per-s.
form, and

b. the criteria used to qualify personnel in each function.

3. Proficiency of personnel perforr.ing and verifying activities
affecting quality is e.aintained by retraining, reexamining

| and/or recertifying as determined by management or program com-
! mit.ent.

p . .

C0!?MtIS0!!: Wordir.g similar to 260.13.
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2 Clarify that the controls for internal and external design interfaces
assure that structures, systems and components are compatible geo-

( metrica11y, functi'onally and with processes and environment.

.

02?ARISON: Wording similar to 260,14
*
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352 D2 scribe the requi enents es*ab1Lshsd ter revieu of design docum:nts by
f the QA organication to assu e that the docunents are prepared, reviewed

and approved in accordance with coa.pany procedures and that the docu-
| ments contain the necessary quality assurance requirements such as in-

spection and test requirer.ents, acceptance requirements, and the extent
of docunenting inspection and test results,i

i

!

| COMPARISON: 'n'ording similar to 260.15.
|

!

!

.

b e

e

i

l

|

|
;

j . - .we, . ..

. .

| 4

!

!

-
| .

.

'
I

!
*

r

i *
e

,

|

|

',-
,

' I

b

.

' a
.

,

k__
' '

_____._____J_ _



7- ,- _

:
.

.-

3E3 ' Deseribe the ' guidelines or criteria established for -determining ther ~

method.of design verification. '

.-

.

C0Y?ARISON: . Wording similar to 260,16..
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3IA Describe the, procedures established for design verification that assure: .
1 The design verifier is qualified and is not directly responsiblefor the design.

2 Design verification, if by other than qualification testing of a
~

prototype or lead production ur.it, is completed proir to release
for procurement, manufacturing, construction or to another organ-
ization for use in other design activities. In those cases * *

where this timing cannot be met, and design verification is defer-
red, clarify that the justification for this action is documented
and the unverified portion of the design output document and all
design output documents based on the unverified data are appro- -

priately identified and controlled. Clarify that in all cases,
the design verification is complete prior to fuel load or prior
to relying upon the component, system or structure to perform its
function.

3. Procedural controls differentiate between documents that receive
formal design verification by interdisciplinary or multi-organ-
izational teams and those which can b3 reviewed by a single in-
dividual (a signature and date is acceptable documentation for
personal certification). Clarify which design documents are
subject to procedural controls.

Clarify that the responsibilities of the verifier, the areas and
features to be verified, the pertinent features to be verified and the
extent of documentation are identified in procedures.

OC):7ARISON: Wording similar to 260.17.
.
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]]j, If design verification is onif by test, clarify that
~(, 1. The procedures provide criteria that specify when verification<

should be by test.

.2 Prototype, compor!ent or fecture testing is performed as early.

'

as possible prior to installation of plant equipment, or
| prior to the point when the installation would become irrev-
| ersible.
i.

.

COF?ARISON: Wording similar to 260.18
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|

.

17.2.3 E2 Describe the measures provided to assure that responsible plant |
personnel are made aware of ' design changes / modifications which |

'

cay affect the perfornance of their duties.

-

|

~ CO.9ARISON: Wording si ilar to 260.20.
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hAl - Clarify that procedures _ are established for review of procu ement docu-
cents to deterrdne that they have been reviewed and approved in accord-
ance with QA program requirements. Clarify that the individual who re-
views and concurs in adequacy of quality requ ements in procurementd

documents is independent of individuals who prepared the requirements
and is trained and qualified in QA p. actices and concepts.-

.

C0'G2ISON: . Comparable to 260.21, but requests additional information about-

the training and qualification of the indi'.idual. " Knowledge- ,, \
ability" as addressed in the FSAP. is fairly nebulous, p"
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L31 Describe the crgar.izatier.a1 responsibilities, including the inv'lvement -o
of the CA orgar.ization for:

1. Procu ement planning.

2. Preparation, review, approval and control of procurement
docu=ents.

3. Supplier selection. .

4 Bid evaluation.

5 Review and cencurrence of supplier QA prograns prior to
initiation of activities affected by the program.

Co caris6n: Wording similar to 260.22
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d

|n Describe the organizational responsibilities for assu-ing that activities
affecting quality are prescribed by and accomplished in accordance with
documented instructions, procedures el drawings, as described in Section

- I17.2 5 of the FSta. ' '

!

C0!?ARISON: Co= parable to 260.23.
.
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fal . Clarify that the following documents are subject to the QA progran con-
trols, in addition to the documents listed in Section 17.2.6 of the
FSA?.:

1. Design documents such as calculations, specifications and
analyses, and docunents related to computer codes.

2 Insftructions and procedures for fabrication, construction
du-ing operations and installation activities.

3. As-built documents.

h. QA nanual and QC canual. ~

5 Topical reports.

6. Nonconformance reports.

. .

OCM?ARISC": Conparable to 260.25, but iten 2. above has also inelnded
" construction during operations". This seems pertinent
since ur.it 2 vill still be under construction during u.dt
1 operation, and also, it may be possible that some type of
construction activity may occur during operations.

. - . , ..- -,
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Describe the procedures that are established for the review, approval
and issuance of documents and changes thereto to assure the technicalQ.2

adequacy and inclusion of appropriate quality requirements prior to
Clarify that the individual who performs the qualityimplementation.

requirement review described in FSAR 17.2.6 is qualified in quality
csseance.

.

COF?ARISON: Comparable to 260.26.
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.

17.2.6 f2 Describe the measures used for assuring review of naintenance,
codification and inspection procedures by qualified individuals
knowledgeable in CA disciplines to determine:

'

1. The need for inspection, identification of inspection
personnel and documentation of inspection results.

2 That the necessary inspection requirements;. cethods and
acceptance criteria have been identified.

.

ColGL*.ISON: Similar wording to'260.27.
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71 1 Describe the organizational responsibilities, including interfaces be-
tween desi n, procurement, QA and QC organizations for control of pur-5
chased material, equipreent And services.

C9ARISoli: - Wording similar to 260.28.
.
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7A4 Section 17.2.7 of. the FSAR states that spares and replacement parts for
safety-related structures, systems and components are subject to con-
trols equivalent to those used for the original equipment. Clarify

,

that the procurement is made to CA program corf.rols in effect at the
time of the procurement, and to codes and standards and technical re-
quirements equal to or better than the origihal technical standards, or
that other controls are used as necessary to preclude repetition of
defects.

C0!?ARISON: Comparable to 260.29
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733 Describe the measures which assee that the supplier furnishes the
following records:

1. Documentation that identifies the purchased item and the
specific procurement requirements (e.g. , codes, standards, and
specifications) met by the item.,

2 Documentation identifying any procurement requirements that
have not been met.

,

.

3 A description of those nonconformances from the procurement
requirments dispositioned " accept as is" or "repari".

Describe how these documents are reviewed ard accepted.

C ?AP.ISON: Wording similar to 260.30.
. .
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E32 Clarify that the exception given in Section 17.2.8 of the FSAR for
identification of off-the-shelf items by a manufacturer's catalog
number or other document does not preclude the ite='s traceability-

to appropriate drawings, specifications, purch se orders, manufactur-
er's inspection documents, nonconformance reports er manufacturer's
test reports.

.

COMPARISON: Similar to 260.31.
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i 833- Describe the measures which ensure ths.t correct identificatien of
material, _ parts and components -is verified and docunented p-icr to-

release for fabrication, assenbly, shipping and installation.>

*
.

- COF?GISON: Wording sirilar to 260.32
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9A2 . Describe . involve..ent by the QC organization for qualification of special
processes, equipe=nt and personnel, if any. ,

! ,

-

..

COVPARISON: Wording sirr.ilar to 260. $ . :,1,,.cp,
,
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M , Clarify that equip =ent for special processes is qualified in accordance
r.

with applicable codes, standards, QA procedures and specifications.

Wording sir.ilar to 260.35
COMPARISON:
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932 Lescribe the procedures established for recording evidence of acceptable
acec.plishment of special processes using qualified procedures, equipment,
and' personnel.

.

.

CO GARIS0!!: Wording similar to 260.36.
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10A Describe the measures which assure that the progran procedures for in-
spection provide criteria fort

t
.,,

1. Determining the accuracy of inspectic 1 equip. ment.

2 Deterrining when inspections are required, or define how and
when. inspections are performed.-

Clarify that the QC specialists and inspectors are ps.rt of the QC
.

supervisor's organization."

,

.

CO.9 BISON: 'a'crding similar to 260.37.
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1031 Section 17.2.10 of the FSAR states that the QC superviser is responsi-
ble for ad inistering and implementing tests and inspections " assigned" ,

to the QC department. Identify the individuals or organizations other
than the QC department with responsiblity for inspection. If these in-
dividuals or organizations are not part of the CA organization and are
responsible for performing inspections, describe the measures taken to
assure that the inspection procedures, personnel qualification criter-
ia, and independence from undue pressure such as cost and schedule are

.

reviewed and found acceptable by the CA organization prior to initiation
i of the inspection activity.

t

COMPARISON: Comparable to 260.39 but hits on some different points, f,
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d'

The first paragraph of Section 17.2.10 of the FSAR indicates that the
.,

10E2
inspection program will be censistent with RG 158 (ANSI K45 2.6).

( However, in speaking of the qualification of QC specialists, Section
17.2.10, fifth paragraph, refers to Section 131.3 which discusses
ANSI N18.1 (RG 1.8). Clarify which standard the inspection program
is consistent with in regard to QC specialist and NDE inspector
qualifications.,

*
.

*

/l #i

C0!?ARISON: Sir:ilar to .260.38, but uses a different angle. e
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I 12A1 Describe the measures to assure ?, hat progra:r. procedures provide cri-
teria for determining the accuracy requirements of test equipment and
criteria for determining when a test is required or how and when test-
ing activities are performed.

COMPARISON: Wording similar to 260.40. -
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1131 Clarify that test procedures ,or instructions provide fer:
,

'' n.u-\ .

Adequate test equipment and instrumentation, including their!'<'< 5' ,,g
1.

4
(.- accuracy requirements. _

- a
. . f. o ua ,

6 ,, , c '
2 Provisions for assurin6 test prerequisites have been met. o ff,,-

'

. ? f *).

,

Item 2. above is similar to 260.41, bat iten 1. is a new /!O P
' ,

CCEPARISON:*

~ question.
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_

12.3 Identify the organization responsible for review and doeurtented con-'

s-

currence of calibration procedures.

\
CO)?AR'30N: Si-ilar to 260,63, however note that the superintendent of

tcaintenance is responsible for preparation.of calibration -c,
j

procedures per Section 17.2.12, paragraph 4, of the FSAR. 'r><
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,

M Describe the neasu-es used to control the calibration due date of in-stalled process instrumentation which is not tagged er labeled with
the calibration due date.( -

.

'

CO)?ARISON: Similar wording to 260,4.
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12.6 ~ *a'nen it is not possible to calibrate equipment against standards having
an accuracf of at-least 4I'the required accuracy of the equipment being
calibrated, explain the measures used to assure that the equipcent,

being calibrated will be within the required tolerance and that the
basis of acceptance is documented and authorized by responsible manage-
cent.

.

j CD.9ARISON: Wording similar to 260.45
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12.9 Describe the mea'sures taken to assure that inspections and tests are
repeated on items determined to be suspect, when measuring and test
equipment is found to be- out of calibration.'

. .

*

.

C0!GARISON: Wording sir.ilar to 260.46.
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y i

13.2 Clarify the use of the expression "as required" in Sectier.17.2.13A
'

f",.
-

of the FSAR, and describe the routine surveillance procedures used to '~, ' ',

" ' 'cor. trol items in storage described therein. ,

Describe the inspection and testing ceasures used to verify that '- ('J"" .-e,

special handling tools and equipment are " adequately caintained". ,' - cA'

g,.,->"'
|

r

V ~.

COVSARISCL First part on "as required" is similar to 260.47, but requests 'J ',
'additional inforcation on surveillance procedures.

Second part is a new question.
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"
l i h-14.3 Describe the procedures established to control ''a ter ng t e sequence

of required tests, inspections and other safety-related operations, and
clarify that such actions are subject to the sar.e controls as the ori-{,

- '- ginal review and approval.

.

COMP)?.ISON: Werding sin 11ar to 260.48.
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15.2 Describe CA and other ergs .izational responsibilities for the definitici
and implementation of activities related to nonconformance centrol, and ,

identify those individuals or groups with authority fcr the disposition \ *

/on nonconferr.ing items.

.

- COMPARISON: First part is .similar in wording to 260.49. Second part asks
'

for additional information.
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15.3 ' Describe ceasures for assuring that nonconformances are corrected or
resolved prior to the initiation of the pre-operational test program

. , .

L. on the ite=,

.

pMPARISOh Wording similar to 260 50.
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M Identify the CA organizational element responsible for analyzing
nonconformance reports and reporting on quality trends.' Define
the use of the expression " periodically" in Section 17.2.15G of
the FSAR.-

CO.9ARISON: First part has wording similar to 260 51. Second part re-
quests some additional information.
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16.1 Identify the QA organizational element which reviews and documents
concurrence s-ith the corrective action procedures.

I.

CD}?ARISON: This is part of 260 52.

.

-

.

.

16.2' Identify the C1 organizational element which is involved in the
documented concurrence of the adequacy of the corrective action.

CO3?ARISON: This is part of 260 52.
,

. .

16.3 Identify the QA organizational element which follows up to verify
mi proper implementation of corrective action and to close out
the corrective action in a timely manner.

.

COF?ARISON: This is part of 260 52.<
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_ _ _ - _ _ _.

17.3 Describe the r.easures to assure -that inspection and test records cen- if

tain the following information , 5, ; S ~,,, .

,

' p.< ,

''1. Inferr.ation related to conditions adverse to quality.'
' ' " "2 Data recorder identification (test records only). - ---

Df33. Action taken to resolve any discrepancies noted. - u
"

.

COM?A".ISON: Wording is similar to 260 53, but includes some additional
information:

'

1. above applies to inspection and test records. -[f -

2. above does not seem to be included in the FSAR. Ye 5" '1
*
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'

. 1EAh Describe the measures used to " selectively" audit

1. Identification and control of materials, parts and com-
ponents (FSAR Section 17.2.8).

2. Test control (Section 17 2.11) .

3 Handling, storage and delivery (Section 17.2.13).

Describe the measures used to audit conformance to SAR and SSAR ) add **i
-

c o.-xr.1tnents ,*

,

.

C2GARISON. First part above has similar wording to 260.55 Second part
is not included in any question.
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_ _ _ _ _ _

_ _

. p.6 For each organizational element _ identified which functions under the i

cognizance of the QA program, provide a description of their QA/QO !
t, responsibilities if not already addressed in the FSAR. |

'

.-

*tta . c . . ,,-* u,
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C0iW RISON: New question. Follow on question to 1A5 * * i.k 0-\'

g_ _

1 ,-

-- o'*

* ,

en

e

v

0

$

.
*= *

.--%*,

.

G

h

* m

4

..

,*

9

4b

e

p .h



,

2M Clarify that CGP changes are handled in accordance with loca 50 54(a),
,

o k-
l '

'1 - t t
(% ~b A ''

COMPARISON: New question.
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_ E Clarify that 'the scope of the design control program includes design
activities associated with the preparation ard review of design docu-

_

g - ments including correct translation of applicable regulatory require-
mants and design bases into p ocurement documer.'.s.

,, \
co m aison: New question. Of

*

g . 2. 3 ~ '
.

9

P

e ,

E

.. w ' == , ** *o

.

O G

.

.

O



Ji Clarify the organizational responsibilities for ,Tepring design change
do cu.m.ents . -

3

p .'t
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CO:GA?.ISON: New question. Os e
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6A14 ' Section 17.2.6 of the FSAR states that docr.ents and changes thereto"
I

are pro =ptly distributed to ensure availability prior to commencement
of work." Clarify that the documents and changes are available at the
location where 'the activity will be performed prior to commencing the
work. Define the use of the expression "promptly".

.

bAAo r
O* * M, " #'#COMPARISON: New question.*
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an.
632 - Section 17.2.6 of the FSAR states that / master status listbt used to

identify current revision of documents. Identify what documents .it i

statuses and describe b'ow often the list.is updated and to whom it is
distributed.

t

CO.V.PARISON: New question. (< E
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601 Section 17.2.6 of the FSAR states that "as-built" docu.t.ents ire are pre-
pared in a timely manner to accurately reflect the actual plant design.

4
- Describe the procedures established to accomplish this. Define the use

i

of the expression " timely"~. ,.

'

p i $6F M *
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bCO'GARISON: New question.
.

e

$

e

* O

9

ew* e a= ,e em-

e

4

-e

6

6

s



- ..

.

R Describe the type of records tr.aintained ta d:cument supplisr qualifi-
cation if.try other than survey (described in Section 17.2.7.lc of theL ,

FSAR). )

,

O$ '^I '

CD'GARISON: New question.
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,
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732 Section 17.2.7.3D of the FSAR states that iter.s accepted "or" released )
are idestified as to their inspection status. Clarify that ite.ts that ' , gs. d
have not been accepted can be released to the controlled stor'Ee area -i

or can be released for installation or further work. - (0 ~1 I

Section 17.2.7.3E of the FSAR states that nonconferr.ing iter.s are
segregated "where Practical" until proper disposition is rade. Define
the orp: ession "where practical"' Ok 4E

.
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CD}?ARISON: New question.
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79 Describe the special verification measures established to yen assure
acceptability of commercial off-the-shelf items where specific QA con- .'
trols appropriate for nuclear applications cannot be imposed in a pra-
cticable manner.

4

'
coteARIsoN: New question.
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J:1 Clarify that when reviews of suppliers are performed in which suppliers'
certificates of conformance are evaluated by audits, independent in-<

l
!. spections or tests to ensure they are valid, the results of these eval-

[ untions are documented. - '

!

' -

Q ) m J.u U d N & b- h ' w '.' Col.?ARIsoN8 New question.
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4

$ Clarify that.the procedures implementing the requirements for control for!=
identification and control pertain to partially fabricated subassemblies.

!
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! COMPARISON: New question. NIM h3e- -
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" '' Cy Clarify that qualification records include qualification of equipmen
Explain how the qualification records of procedures, equipment any.
personnel are kept current. j
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' C0FPARISON: New question. 11,1. 9 e - 2. "'E4 4 N
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<- 12.8 Identify the " authorized" . level of manage .ent allowed to approve the
.,'

basis of calibration when no~ national standa:-d exists (Section 17.2;12F-

. of FSAR).
,

s

Q- 48" 00 d " '
C0FPA?eISON: New question.
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I
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- 13.1 Describe the methods used to assure that special handling, preserva-
'

- - - tion, storage, cleaning, packaging and shipping are acco:r.plished by
-I. suitably trained individuals.

,

-.

CO:7ARISON: New question.*
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14.1- Clarify that the procedures of 17.2.140 of 9.he FSAR are applicable
throughout ' test in addition to manufacturing, installation and op-
eration as already listed.
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CF?ARISON: New question. | 'l '? - | 4 - 2 E
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- 14.2. Describe the procedures established to control the application and re- ! l' .,1~

!

.
moval of inspection and welding star.ps and status indicators such as; u"~'

~gte

-

|, tags, markings, labels and stamps. Clarify that the procedures of 7
: Section 17.2.14A of the FSAR Are'. applicable t . the application and re- f" g.

| moval of stamps such as inspection and welding stacps. -
i

!

C0!7ARISON: New question.
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lb.h Identify the organization responsible for documentation and identifi-
cation of nonconforr.ing, inoperative or malfunctioning structures,,

'.
syste..s and components to . prevent inadvertant.use.
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15.1 Clarify that the. provisions' of Section 17.2.15 of the PSAR for con ftrol of nonconferr.ing material are applicable to computer codes.
e e.4

,

NDescribe the measures used to identify, revie".and disposition non- |1
conforming material, parts or components and as applicible, services. 4fp

"Identify which individuals in the QA organization are responsible / =' * '

for independent review of all nonconformances, including disposition j 0-t 5
and closecut. /-

.
, .

|.

'
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CO:7ARISON: New question.
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.

'li32 Describe the measures used to assure that audits are conducted by
" appropriately" trained and qualified individuals (FSAR Section
17 2.18, 2nd paragraph A)..

M ARISO::: New question. bM g# ,
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15. NONCONFORMING MATERIALS, PARTS, OR COMPONENTS

6/'E 3 g
( Provisions to control the use or disposition of nonconforming

materials, parts, or components. -

\~
16. CORRECTIVE ACTION -

Provisions to assure that conditions adverse to quality are promptly,/
identified and corrected and that measures are taken to preclude
repetition.

17. QUALITY ASSURANCE RECORDS .

Provisions for the identification, retention, retrieval, nd
maintenance of records that furnish evidence of activi* es affecting
quality.

18. AUDITS

A. Provisions for audits to verify complian with all aspects of
the QA program and to determine the ef ectiveness of the QA
program.

B. Responsibilities and proceduresfor auditing, documenting and
reviewing audit results, and designating management levels to
review and assess audit res ts.

'

II. ACCEPTANCE CRITERIA

The applicant (and its principal ce tractcrs such as the NSS$ vencor, A/E,
constructor and construction mana er) must establish a QA program for the
design and construction phases * accordance with Appendix B to 10 CFR Part
50, " Quality Assurance Criter' for Nuclear Power Plants and Fuel Reprocessing
Plants." The applicant's Q program (including its principal contractors)
must describe in the PSAR r SSAR how each criterion of Appendix B will be
met. The acceptance cri ria used by the QAB te evaluate this QA crogram are
listed in the followin eighteen subsections. The acceptance criteria incluce i I

a commitment to compl with the regulations, regulatory positions presented in
.

the appropriate iss of the Regulatory Guices, and the Branch Technical )
Position listed i subsection V. Thus, the commitment constitutes an integral l
part of the QA p ogram description and requirements. Exceptions and alterna- {tives to these acceptance criteria may be adopted by applicants provided !

adequate jus fication is given; the QAB review allows for considerable flexi-
{

bility in fining methods and controls while still satisfying pertinent i

regulatio When the QA program description meets the applicable acceptance.

criteri of this subsection or provides acceptable exceptions or alternatives, |
the pr gram is considered to be in compliance with pertinent NRC regulations. |

!

Th9 review will ascertain that the commitments and the description of how the i

co5..mitments are implemented, to the extent necessary, are objective and stated ;
- b 4nemortthlo tome I

-

The Orcanization (17.1.1) elements responsible for the QA program are acceptable
{ if:

AN/066 - 0800. p
17.1-5 Rev. 2 - July 1981
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%
'O

lAl.'" The responsibility for the overall program is retained and exercised.

by the applicant, f 7. ; -/
eM

J/f The applicant has identified and described major delegation of work
involved in establishing and implementing the QA program or any part,

k- thereof to other organizations.
Nc. ,,q /e r d,!7.+ m - 6ee /7 Z.'( d /7z 7 fo- P recu r*b C /t

JA3". When major portions of the applicant's program are delegated:
'

Applicant describes how responsibility is exercised for thea.
overall program. The extent of management oversight should be
addressed including the location, qualifications, and criteria
for determining the number of personnel performing these
functions.

b. Applicant evaluates the performance (frequency and method
stated once per year although longer cycle acceptable with
other evaluations of individual elements) of work by the
delegated organization.

.

Qualified individual (s) or organizational element (s) arec.

identified within the applicant's organization as responsible
for the quality of the delegated work prior to initiation of-
activities.

gci<
F C103r-enanagerent-cont;cis and e"ettive 'ines cf cc**unicatier exist

for Q'. Octi"i+ies among-tne-applicant 2M the p #nc pal centrartcu-i
'

-to-+sswe4 rec *vi-cr of the-QA-pregeam.
cge es+ms, Mehte i1A5. Organizaticn chart learly identify all the "onsite" and "of fsite"

|
*

Q,| organizational ments which function under the cognizance of the
-

QA program (sg construction / inspection, test,as design, engineering, procurement, manufacturing,instrumentation and control, nuclear
engineering,fetc.), the lines of responsibility, and a description
of the criteria for determining the size of the QA organizationincluding the inspection staff.

,Wi.. The applicant fan" paineiral enn+ ar'n" ) describes the QA
responsibilities of each of the organizational elements noted on the
organization charts.;i.2.(

Olc

K The applicant (and pr#ccip:1 contracter:) identifies a management |position that retains overall authority and responsibility for the
QA program (normally, this position is the QA Manager) and this
position has the following characteristics:

Yogtle GA Way~
Is at the same or higher organization level as the highest linea.

manager directly responsible for performing activities affecting
quality (such as engineering, procurement, construction, and
operation) and is sufficiently independent from cost and schedule.

OK
,

R

The alphanumeric designation for each acceptance criterion in subsection II
indicates its relationship to the areas of review identified in subsection I.

-

17.1-6 Rev. 2 - July 1981
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*> b. Has ef fective communication channels with other senior managementpositions. T6 th 4/M OJ4 -
p, ant r o nsetrip,/!uc M sh-Pc' f'& / 7' 2 * I.--I %

Has responsibility for approval of QA Manual (s).c.
,g .,p,r s o r c iw are's,k ~ r7. T .1 1z - 2. n cr eje mpeadd,,, ,e s7 2 {pogd. Has no other duties or responsibilities unrelated to QA that

would prevent his full attention to QA matters, f 7. c.t.3. 2 & &S /7.2.M
ch

,.M' Verification of conformance to established requirements (except for
designs, ref. 3E2) is accomplished by individuals or groups within
the QA organization who do not have direct responsibility for perform-
ing the work being verified.o,; by individuals er groups trained and*

qualified.in QA concepts and practices and_ independent of the see
organization respons'ible for perfcening -he task. Q C. S w(>e r va s e e '5AP*k

17. 2. - 2 f $ /~h 2 1. 2 2- $ h o s s-h ff OK s31*-183. Persons and organizations performing,QA functions have(cirect access
Q - 2- tomanagementlevels}whichwillassuretheabilityto:

Q f,. g Q Q. ok p - o g c.u t-( t",p . 2.I-1)
Identify quality problems.[D he'.+t (c A)a.

J ,,, gp e %c (ca c)
Initiate, recommend, or provide solutions through designateob.
enannels.

'

Verify implementation of solutiens. #"/ " C 8 " '' ,' [
c.

.f n s t,a e c tm t (C C )
Those persons and organizations with the above authority are identified
and a description of how those actions are carried out is provided.

Ee.'( 1B4 a. Designated QA personnel, sufficiently free f rom direct pressures -
for cost / schedule, have the responsibility delineated in writing
to stop unsatisfactory work and control further processing,

-

Q4 celivery, or installation of nonconforming material.
b.

The organizational positions with steg work authority areidentified. ' '

j y[,id sj,

'185f Provisions are. established for the resolution of disputes involving[8 '

quality,. arising from a difference of opinion between QA personnel -

and other department (engineering, procurement, manufacturing, etc.)
personnel. / 7. 2 .l. L Y g

^1B6. Designated QA individuals are involved in day-to-day plant activities
important to safety (i.e. , the QA organization routinely attends and
participates in daily plant work schedule and status meetings to

._ Q - b, assure they are kept abreast'of day-to-day work assignments throughout
'

the plant and that there is adequate QA coverage relative to procedural
and inspection controls, acceptance criteria, and QA staffing and
qualification of personnel to carry out QA assignments).,

J&1'. Policies.regarding the. implementation of the QA program are cocumented
'

and made mandatory. These policies are establisned at.the Corporate
.

President .or Vice President level. Esec.VF - Fewer b /ef f / 7 1 - 2-
s722-3- og-(' 1C2. Position description (see 1B1) assures that the individual directly_

responsible for the definition,' direction, and effectiveness of the" ' , (o , overall QA program has sufficient authority to effectively implement.

..

:17.1-7 .Rev. 2 - July 1981
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o

responsibilities. This position is to be sufficiently free from,

cost and schedule responsibilities. Qualification requirements for
this individual are established in a position description which
includes the following prerequisites:

. . _

Management experience through assignments to responsiblea.
positions.

b. Knowledge of QA regulations, policies, practices, and standards.
.

Experience working in QA or related activity in reactor design,c.

construction, or operation or in a similar high technologicalindustry. "
.

The qualifications of'the QA Manager should be at least equivalent
to those described in Section 4.4.5 of ANSI /ANS-3.1-1978, " Selectionr
and Training of Nuclear Power Plant Personnel," as endorsed by the
regulatory positions in Regulatory Guide 1.8.

-

,W5' The person at the conste"ctier site responsible for directing and
managing thefsite QA program is identified by position and has
aporopriate organizational position, responsibilities, and authority
to exercise proper control over the QA program. This individual is
free from non-QA duties and can thus give full attention to assuring that
the QA program at the plant site is being effectively implementec.

m.t.L3 Q6C,4 nbap., rg o. t. I ok
;ctivities related to Ouality Assurance Prooram (17.1.2) are acceptable if:

,2Al.' The scope of the QA program includes: gg
,,a' A commitment that activities affecting, structures, systems, and

components important-t ::fety will be subject to the applicablecontrols of the QA pro The structures, systems, components,am.
and[rel d consumable covered by the QA program are identified(QA list in,Section 3.2.1 of the SAR.* 17 2.2.-1 & -3

<!;i d burdo:- exoK t5. ; commitment that the preoperatien:1 te:t progr:r u'i be
-<snousted-4n-ascerdance-wi-th-the QA pr0gr:: :nd : d::cri;ti0n-c' hot the--QA-pregram wi'' be cpplied.

. A commitment that the development, control, and use of computer, c', .

code programs will be conducted in accordance with the QA
prograi ano a description of how the QA program will be applied.

M.Z. '2 - 3 ( t a s t b il} 0 .e-
x

Rulemaking is currently underway to clarify the requirement that structures,

Criteria of Appendix A to 10 CFR Part 50 shall be subjected to the pertinentsystems, and components important to safety as derived from the General Design
requirements of the quality assurance criteria of Appendix B _to 10 CFR 50.

-Until this rulemaking process is~ completed, staff reviewers-should assure that
the applicant's list of structures, systems, and components includes all those'

iter.s necessary to prevent or mitigate the consequences of postulated accidents ,

=that could cause undue risk to the health and safety of the public as statedin tae Introduction to Appendix B.
provided in Regulatory Guide 1.29. Guidance for identifying such items is ,

~
,

17.1-8 Rev. 2 - July 1981
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.

. . -

d(-TheioentificationoffireprotectioninSRPSection9.5.1asa '"
'

system covered by the QA program or identification of the QA.-

( controls for-fire protection. These controls are reviewed and
accepted using the guidelines contained in BTP ASB 9.5-1 and *

10 CFR Part 50 Appendix B as appropriate.u
941.l.4, Ap p e.x4S, d 17.2 2 -3 ( tL J O* I''' b") ou

./ A commitment that special equipment, environmental conditions,
skills, or processes will be provided as necessary.

17. J.- 2 6 C /c-

A brief. summary of the company's corporate QA policies is given.
fo l.cg e s goa ls , $ objedn'es . I T L * 2. O K

251.~a. Provisions are, established to assure that quality-affecting '

procedures required to implement the QA program are-consistent
,

with QA program commitments and corporate policies and are
Q'7 properly documented, controlled, and made mandatory 4hrough a

'

policy statement or equivalent document signed by the\ responsible
official. l. a.z. 2 - 3

"~b. The QA organization reviews and documents concurrence with
'

these quality related procedures,

c. The organizational group or individual having responsibility
.

for the policy statement should be identified.

g' Thequalityaffectingproceduralcontrolsofthehrincipal
contractors 3should De provided for the applicar.t's review with
documented agreement of acceptance prior to initiation of '"j'

activities affected by the program. //g;r,Pm e ,/2' M
-{ u .s de- e r.4r os 'l $ 7.

. 252' Provisions are included for-notifying NRC of changes (1) for review
and acceptance in the accepted description of the QA program ~as.
presented or referenced in the SAR or SSAR prior to implementation,
and (2) in organizational elements within 30 days after announcement.
(Note - editorial changes or personnel reassignments cf a non-
substantive nature do not require NRC notification).17.2.2 -/ Z.

I2S3. The applicant (:nd th: pr'ncip:1 centr : ;r;) commits to comply with . g/
*

.

the regulato.ry position in the appropriate issue of thef_ Regulatoryk ,, g - GuideQsted in SubsectionT to comply with 10 CFR Part 50,
' p

p i v"'f,c -f

550.55a3 to conduct activitie's under 10 CFR Part 50, 550.55(e)'~in

/ , ~~~ accordance with the QA program; and to comply with 10 CFR Part 50 44,
.. Accendix A, General Desian Criterion 1Cor systems, components, and '" 'g j,j, ,,CCa@g ~

* p g M Itructures covered by the ASME Code Secrion III (Classes 1, 2 and
j 3), the. quality assurance code requirements should be supplemented M"'d

,/ by the specific guidance addressed _in the regulatory positions _of
O,3 ." the_apolicable.legulatory Guides._l The commitment identities the

Regulatory Guides and. ANSI. standard by number, title, and ravision
.- or date. Any alternatives or exceptions are clearly identified and'

supporting information presented in the. docket. QA Regulatory $e8#Guides should be addressed which have an implementation date prior f
to the submittal or docket date of the QA program description. Igf 'A

1

/.
. Although primary responsibility for Regulatory Guides 1.26 and 1.29
-is assigned to ASB (SRP Sections 3.2.1 and 3.2.2), their use as V

'

acceptance criteria in this SRP section is necessary to assure that

17.1-9 Rev. 2 - July 1981
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s

acect. ate quality assurance requirements are'sper.ified for systems,
.

components, and structures addressed by those guides.
t'

The QA organization and the necessary technical organizations[ participate early in the-QA program definition stage to determine ..,

'~ j and identify the extent QA controls are to be applied to specific
structures, systems, and components. This effort involves applyingQ'.

I..

a defined graded approach to certain structures, systems, and com-
ponents in accordance with their importance to safety and affects'

( such disciplines as design procurement, document control, inspection
\ tests, special processes, r,ecords, audits, and others described in

10 CFR Part 50, Appendix B.

2B4. Existing or' proposed QA procedures are icentified reflecting that
Regulatory Guides listed in subsection VI,.4ener:1 Design Crite. ,cn 1

hq -sLAppendb-A-to -10 CFR Part--5&,10 CFR Part 50, $50.55a, and each-
criterion of 10 CFR Part 50, Appendix 8 will be met by documented
procedures.

In addition, activities conducted under 10 CFR Part SQ, Z-|
550.55(e)3 shall conform to the requirement of the QA program.. qu.g m.sAr%

2E5[AcescriptionisprovidedthatemphasizeshowthedocketedQAprogram'

oescription, particularly theJ O CFR Part 50 regulations and Regulator
Guides listed in subsection 1will be properly carried out. (VA % y

Sed d L @
2C1. A description is provided of how management (above or outside the QA

organization) regularly assesses the scope, status, adaquacy, and
compliance of the QA program to 10 CFR Part 50, Appendix B. These

,,
u

y. measures-should include:
4

Frequent contact with prograin status througn rcports, reetings,
a.

'

and/or, audits).
C 1. a 2 '' '/

b. Performance of an annual assessment preplanned and documented.
Corrective action is identified and tracked.

". Quality-relate 6ectiv+t4es-tstieh-as-oesign, prccurcm:nt, 2nd si'^-
p%rogramgation) initiated prior to formal NRC acceptance o

ti

s e QAare controlled under a QA program in accorda with thisSRP and, act'ordingly, with the requirements # CFR Part 50,Appendix B. App ro' rocedures and a .iicient number of trainedpersonnel should be avai Ato " . ement the applicable portion ofthe QA program prior to th ~ 16 ''on of the activity.
203. A summary descr' on is provided on how resp 'bilities and controlof quali e ated activities are transferred from rincipal-con tors to the applicant during the' phaseout of design

enstruction-and-dur4cg presperaHenel testihrond pl:nt turn =c.
-

2D. Indoctrination, training, and qualific,ation programs are established
.

such that: --

,a . Personnel responsible for performing quality-affecting activities
are instructed as to the purpose, scope, and implementation of
the quality related manuals, instructions, and procedures.

( 7.8 .

YO'
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,b .' Personnel verifying activities affecting quality are trained
and qualified in the principles, techniques, and requirements.(. of the activity being performed. | 7. 2. 2 - 7 ( 4s N I14

[ For formal training and qualification programs, documentation
OK

includes the objective, content of the program, attendees, and |N-

date of attendance. ~

, g g,9
y,4fP Mn ' P'' a, d.

Proficiency tests are given to those personnel performing and
verifying activities'affecting quality, and acceptance criteria
are developed to determine if individuals are properly trained
and qualified.

.

f,e. Certificate of qualifications clearly delineates (a) the soecificf

functions personnel are qualified to perform and (b) the criteria
used to qualify personnel in each function.

e.- f. Proficiency of personnel performing and verifying activities
affecting quality is maintained by retraining, reexamining,
and/or recertifying as determined by management or program
commitment.

4-

,g . The description of the training program provisions listec above Nv'* * 4re
"

p. l7.'2. 2. sati:fies the regulatory position in Reculatorv Guide 1. 58. e ;
A-

g r. "2.t. 7 rfu. g
Activities. related to Desion Control (17.' 3) are acceptable if:

[ The scope of the design control program includes design activities
f ut < *( associated with the preparation and review of cesign dccuments

including the correct translation of applicabit regulatory require- k . ,,f',}'} . f/ments and design bases into design, procurement and procedurai.

oocuments. Included in the scope are such activities as field _

design engineering; physicWseismic';' stress;' thermalT nycraulic.''
radiation,'and the SAR accident analysef;fWociated computer programs) 'W['-f-c
compatibility of materia)s;laccessib~111ty for inservice i na nen;

maintenance," and repair; andc' quality standards.fd""'<?.2 2 6 |q<: ,

[ Organizational responsibilities are described for pre, par % v.t.3. a y ~w-, . -r -
ing, reviewing,

approving, and verifying design dM= ants s'ae n y: tem den. M.wa5> M b*f'k
-design input =ad criteria, design drawings, design snalf5E wrpitt-e-'
pr-GgF4m', , s pGC-i44ca t i O"'i , and pr'1Cedur-46. ; ;. t a - 7. N v'u

ok
M Errors and deficiencies in approved design documents, including

design methods (such as computer codes), that could adversely affect
structures, systems, and components'important to safety are documented;
and action is taken to assure that all errors and deficiencies arecorrected. j7237 i

'

J C [ Deviations from specified quality standards are identified and
procedures are established to ensure'their control.17 M-9 8

t

Sodss. I7.2 N \3D. Internal'and external design interface contrcls, procedures, and
|lines of_ communication among particioating design organizations ano
|.{ across technical _ disciplines are established _and described-for the

h 'f,, review," approval 7 release,* distribution,"and revision'of documents )s
'-

involving design ~' interfaces to assure structures, s'ystems, and
.- |
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'
components are compatible geometrically, functionally, and with

|processes and environment.

3E1I Procedures are established and described requiring a documented~

N check to verify the dimensional accuracy and completeness of design'

drawing and specifications. p.1.3 1 F
'3E2. Procedures are established and described requiring that design

b '' */, drawings and specifications be reviewed by the QA organization to
assure that the documents are prepared, reviewed, and approved in .

accordance with company procedures and that the documents contain
the neces'sary quality assurance requirements such as inspection and
test requirements, acceptance requirements, and the extent of

*

docu'menting inspection and test results.

3F3. Guidelines or criteria are established and described for determining
g |(, the method of design verification (design review, alternate,, ,

calculations, or test). I'7 1.3 - 7, 6 f - Aqd W ef Qt,3 -1,
h' 3E4. Procedures are established and described for design verification

'

activities which assure the following:

a. The verifier is qualified and is not directly responsible for
the design (i.e. , neither the performer or his immediate super-
visor). In exceptional circumstances, tne designer's immediate
supervisor can perform the verification provioed:

(1) The supervisor is tha only technically qualified individual.

(2) The need is individually documented ano approved in advance '--
'

,

by the supervisor's management.

(3) QA audits cover frequency and effectiveness of use of
supervisors as design verifiers to guard against abuse.

.

b. Design verification, if other than by qualification testing of ,
a prototype or lead production unit, is completed prior to
release for procurement, manufacturing, construction or to
another organization for use in other design activities. In
those cases where this timing cannot be met, the design verifi-
cation may be def erred, providing that the justification for
this action is documented and the unverified portion of the
design output document and all design output documents, based
on the unverified data, are appropriately identified and con-
trolled. Construction site activities associated with a design

or design change should not proceed without verification past
the point where the installation would become irreversible
(i.e., require extensive demolition and rework). In all cases,

the design verification should .be complete prior to fuel load
for a plant under ' construction, or in the case of an operating
plant, prior to relying upon the component, system, or structure
to perform its function.

c. Procedural control is established for design documents that
#reflect the commitments of the SAR; this control differentiates

' ' 'between documents that receive fomal design verification by

17.1-12 Rev. 2 - July 1981
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interdisciplinary or multi-organizational teams and those which
( can be reviewed by a single individual (a signature and date is-

acceptable documentation for personnel certification). Design
'

documents subject to' procedural control include, but are not
limited to, specifications, calculations, computer programs,-.

system descriptions, SAR when used as a design document, and
.

drawings including flow diagrams, piping and instrument diagrams,
control logic diagrams, electrical single line diagrams, struc-
tural systems for major facilities, site arrangements, and
equipment locations.
uniqueness or special design considerations warrant. Specialized reviews should be used when}/7.I 3-7C

,

,

.

d. The responsibilities of the verifier, the areas and features to .

be verified, the pertinent considerations to be verified, and
t;f the extent of documentation are identified in procedures.

3 The following provisions are included if the verification method is
g only by test:*

.Q
y*

. J

Procedures provide criteria that specify when verificationa.
should be by test.

b. Prototype, component or feature testing is performed as early
as possible prior to installation of plant equipment, er prior
tc the point when the installation would become irreversible.

, cf Verification by test is performed under conditions that simulate
(- 2 the most adverse design conditions as dater.nined by analysis./

N 1 2 3 ~ 1C- . o k.
3 E#' Procedures are established to assure that verified computer codesO'I 6 are certified for use and that their use is specified.

c% ee su rde
JfF'Designandsp_ecific n changes, including fields changes, are

subject to Cthe Qamb design controls that were applicable to the
original design. ; 7,7. 3 //

./ k I
)F2'. The description of the design control crovisions **n.)% the* L = . e &s J. < /

b e n.?. 3, criteria of Regulatory Guide 1.64. *2 %
''

ActivitiesrelatedtoProcurementDocumentControl(17./.4)areacceptable
if:

4A1. Procedures are established for the. review of procurement documents
,

to determine that quality requirements are correctly stated, inspec- '

table, and cobtrollable; there are adequate acceptance and rejection
I

criteria; and procurement documents have been prepared, reviewed, 2.13 ;
and approved in accordance with QA program requirements. To thei -

)extent neces,Jary, procurement documents should require contractors ,2D -i

and subcontractors to provide an acceptable quality assurance programg !
The review and documented concurrence of the adequacy of quality

O'#-g riauirements stated in procurement documents is performed by 2. [3M personnel . trained and qualified in QA practices and
~

concepts. ocaen.

JA[ Procedures are established to assure that procurement documentss ..
identify applicable regulatory, technical, administrative, and

17.1-13 Rev. 2 - July 1981
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reporting requirements; drawings; specifications; codes and industrial'

standards; test and inspection requirements; and special process
instructions that must be complied with by suppliers. g g CE

*s - aBl. Organizational responsibilities are described for (1) procurement. . ,

Q ~4 " planning; (2) the preparation, review, approval, and control of
procurement documents; (3) supplier selection; (4) bid evaluations;
and (5) review and concurrence of supplier QA programs prior to
initiation of activities affected by the program. The involvement
of the QA organization is described.
'

AB2." The description _ of the procurement document control provisions' listed above(satisfMthe regulatory position in Regulatory
Guide 1.123. -doer .* en N 6cf. dA

Activities related to Instructions, Procedures, and Drawines (17.,h.5) are -

acceptable if:

SA. Organizat,f onal responsibilities are descri'aed for assuring that
activities affecting quality are (1) prescribed by documented

O , ,- instructions, procedures, and drawings and (2) accomplished through
'

implementation of these documents. ' buf..

.537 Procecures are established to assure that instructions, procedures,
' and drawings include quantitative (such as dimensions, tolar3nces,

and operating limits) and qualitative (such as workmanship samples)
acceptance criteria for determining that important activities have
been satisfactorily accceplisheo. -!

c V.
Activities related to Document Control (17.2.6) are acceptaoie if:

''

6A1. The s ope of the document control program is described, and the
types of controlled documents are identified. As a minimum, controlled
documents include:

,IA
Design documents (e.g. , calculations,(drawin]gs specifications,a.
analyses) including documents related to computer codes.

-i

() ,10 fr. Procurement documents. -1O

,Instructionsandproceduresf_orsuch_activitiesas| fabrication.}c.
M/coestructton, modification,Qinstallation,J test 7 and inspection. '

d. As-built documents. ,

Qualityassuranceandqualitycontrolmanualshndquality-e.

affecting procedures]-je, g4F
f. Topical reports. -

g SAR.>-l6
n. Ncnconformance reports.

I
SA2. Procedures for the review, approval, and issuance of documents and -

, , ,

changes thereto are established and described to assure technical

17.1-14 Rev. 2 - July 1981
.

.

_



i

' i
,

m
^

adequacy and inclusion of appropriate quality recuirements prior toimplementation.
( k ,, ,/o The QA organization, or an individual ether than'

the person who generated the document but qualified in quality
assurance, reviews and concurs with these documents withregards to QA related aspects.,

_g g j

6AfProcedures are established to assure that changes to documents are
reviewed and approved by the same organi2'ations that performed theg
initial review and approval or by other qualified responsibleorganizationsdelegatedbytheap[plicanth a dave led D -t A F* * - 2 AE6A4:,

Procedures are established to assure that documents are available at
og s h - 2. t

'

the location where the activity will be performed prior to commencing
'

the work.
_gg gq

SCProcedures are established and described to assure that obsolete or
superseded documents are removed and replaced by applicable revisionsin work areas in a timely manner. -z,6

o -1' .)'*' ^ "'''" ''** *' '**'* ''"' ***"*'"' * **'*''?'*** i' ''''*'''h''to identify the current revision of instructions, procedures
specifications, drawings, and procurement documents. ,

:list is used, When such a |responsible personnel.it should be updated and distributed to predetermined
,

'
g, p g

JCr'~ Pracedures are established and described to provide for the preparation
of as-built drawings and related dccumentation in a timely manne" tof->6 ccurctely reflect the actual plant design.17.2.@ ) - t g,

' ' Activities related to Control of Purchased Material . Ecuipment, and
,

" It

Services (17.1.7) are acceptable if:

7A1. Organizational responsibilities are oescribed for the contrei ofq,;q
between design, procurement, and QA organizations. purchased material, equipment, and services inclucing interface:,

JA[ Verification of suppliers' activities during fabrication, inspection,
testing, and shipment of materials, equipment, and components is

with written procedures to assure conformance to the purchase ordplanned and performed with QA organization participation in accordance
'

, ,

//

These procedures, as applicable to the methoc of
, |requirements.

[er
procurement, provide for:

n . 2. 7. '''
[ Specifying the characteristics or processes to be witnessed,Ok ,

inspected or verified, and accepted; the method of surveillance
for implementing these procedures.and the extent of documentation required; and those responsible

__ g'

_,1/
Audits, surveillance, or inspections which assure that theC/C

supplier complies with the quality requirements. -

, g gA
'7A3delection of suppliers is documented and filed.

If an LCVIP letterof confirmation or the " CASE" Register is used to establish the
the " letter" or " audit" used. qualifications of the supplier, the :ccumentation should identify,

>jg
.

.-
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7A4 Procuremen?. of spare or replacement parts for structures, systems,!

// ; - and components import-ant-to-sMety. is subject to present QA program
3,

- controi s, to codes and standards, and to technical requirements
equal to or better than the original technical requirements, or as
required to p'reclude repetition of defects..,

781. Receiving inspection is performed to assure:

,a . The material, component, or equipment is properly identified
and corresponds to the identification on the purchase document '

and the receiving documentation.
17. 2. 7.3 -//$

oA,b. Material,' components, equipment, and acceptance, records satisfy
the inspection instructions prior to installation or use. '

. l'1. L . 7 3 - I C o ASpecified inspection, test and other records, (such asc.
'

certificates of conformance attesting that the material, coin-
ponents, and equipment conform to specified requirements) are
available at the nuclear power plant prior to installation or

- use.
/ 7. 2. 7. 3 -l B

ok) ,'3. L ,JSYTtems accepted and released are identified as to their inspection
status prior to forwarding them to a controlled storage area or
releasing them for installation or further work.17.2. 7 3~ /D

Olc
783. The supplier furnishes the following records to the purchaser:

.n . ';' 1
'

Occumentation that identifies the purchased item and thea.

specific procurement requirements (e.g. , coces, stancarcs, and
specifications) met oy the item. ,

t' . Documentation identifying any procurer.ent requirements that
have not been met. y

A description of those nonconformances from the procurementc.

requirements dispositioned " accept as is" or " repair." ;

j,

The review and acceptance of these documents should be described in
the purcnaser's QA program. !

!

.78- For commercial "off-the shelf" items where specific quality assurance
controis appropriate for nuclear applications cannot be imposed in a

ipracticable manner, special quality verification requirements shall '

be estaclished and described to provide the necessary assurance of
an acceptable item by the purchaser. f7 7. 7.'3 d.

e

,

,,785f Suppliers' certificates of conformance are periodically evaluated by
audits, independent-inspections, or tests to assure they are valid
and the results documented. 7.1. . ~l. I ' I

|h es e.+ cskfd OK'
.

JE6,. The de,scription of the control of procurement provisions listed
abovehsatisities the regulatory position in Regulatory Guide 1.38
and Regulatory Guide 1.123.

06 ) -

, -
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Activities related to Identification and Control of Materials, Parts,
and Comoonents (17.1.8) are acceptable if:

,8(' Controls are established and described to identify and control . 3
N h. materials (including consumables), parts, and components including}'/(- 5

partially fabricated subassemblies. The description should include
organizational responsibilities.

9 t< ~ _ .-
"__ _ y

;,

,BB F Procedures are established which assure that identification is
maintained either on the item or on records traceable to the item to
preclude u,se of incorrect'or defective items. - 2. g

SB <.[!dentification of materials and parts impcrtant to the.. function of 5 del - rtMy'
structures, systems, and components h - m : te M aty can be
traced to the appropriate documentation such as drawings, specifica- -y
tions, purchase orders, manufacturing and inspection documents,
deviation reports, and physical and chemical mill test reports.

Q
g-

C!c eycapf e> cepint ,
, g 2A 8B3. Correct identification of material, parts, and components is verified

and documented prior to release for f abricrtion, assembling, snipping,
and installation.

Activities related to Control of Soecial Processes (17.1.9) are acceptable
if;

cal. The criteria for determining these proc <rsses that are controlled as
. special processes are described. As templete a listing as possibleO-O, of special procecses, which a e ge Terally those processes where

direct inspection is in3cssicle or disadvantageous, should be
provided. Some examples are welding, beat treating. NDT, and chemical
cleaning. g, A -I

9A2. Organizational responsibilities includin'; those for the QA organization |
Q 16 are described for qualification of special processes, equipment, and

personnel. /72.9-3
8981. Procedures, equipment, and personnel associated with special processes

, y are qualified and are in conformance with aoplicable codes, standards,
7", ., c QA procedures, and specifications. The QA organization is involved

.

- in the qualification activities to assure they are satisfactorily
periormed. ;3 7,9. L

982. Procedures are established for recording evidence of acceptable
-

accomplishment of special processes using qualified procedures,
Q

,. g,

equipment, and personnel.

,SE3' Qualification records of procedures, equipment, and personnel
associated with special processes are established, filed, and kept
current. ; 7. 7. 9 7_ o fc

Activities related to Insoection (17.1.10) are acceptable if:
,e 17.2. t0 -Id -2

10A. The sccpe of the inspection program is oescribed that.inoicates an
effective inspection program has been established.' Prcgram procedures

'

-

provide criteria for determining the accuracy reouirements of inspec-
O'79 tion equipment and criteria for determining when inspections are +

\
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required or define how and when inspections are performed.
p,, ,o,. organization participates in the above functions. The QA

,

1081. Organizational responsibilities for~ inspection are described
Individuals performing inspections are other than those who performed

,,

"

k , f-l O
.

or directly supervised the activity being inspected and do not
the activity being inspected. report directly to the immediate supervisors who are responsible for4g

Q-M tions are not part of the QA organization, the inspection proceduresIf the individuals performing inspec-
personnel qualification criteria, and, independence from undue pressure,

the QA organization prior to.the initiation of the activitysuch as cost and f.:hedule'should be reviewed and found acceptable by.-
Iweebe 17.I'r e iw Qc - tk.d m Q-34 A/se see Q - 4

.

10B2. A qualification program for inspectors (including NDT personnel) is
established and documented, and the qualifications and certifications
of inspectors are kept current.17 210 - k k IQ-4%

,JOCT' Inspection procedures, instructions, or checklists provide for the
-

following:

f,, Identification of characteristics and activities to be inspected.
a.

b.
A description of the method of inspection.

Identification of the individuals or groups responsible for
c.

perforning the inspection operation in accordance with theprovisions of item 1081

d. Acceptance and rejection criteria, r

Identification of required procedures, drawings and specifications
e.

and revisions.

f.

Recording i'nspector or data recorder and the results of the i
|

inspection operation. !
,, 3

q _.t.13 g.
Specifying necessary measuring and test equipment including

ok
accuracy requirements.

,Jf42'" Procedures are established and described to identify, in pertinent
documents, mandatory inspection hold points beyond which work may
not proceed until inspected by a designated inspector.n. 7. . s o 6 og

10C-3' Inspection results are documented, evaluated and their acceptability
determined by a responsible individual .or group. /7 ~29,t7.ano .,M-Iok

Activities related to Test Control (17.1.11) are acceptable if:

ilA1. The description of the scope of the test control program i di
an effective test program has been established for tests including

n cates

proof tests prior to installation and preoperational tests. Program
procedures provide criteria for determining theQccuracy requirementDh,4\3 of test equipment and criteria for determining when a test is required
or how and when testing activities are performed.

n:1..u , g
.

.-

L
:
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1181. Test procedures or instructio'ns provide as required for the following:,

<
-

The requirements and acceptance limits contained in applicableA.
design and procurement documents.

,

. .b .' ' Instructions for performing the test.

c( Test prerequisites 'such as calibrated instrumentationIadequate"

test equipment and instruthentation including their@t bl
,.

7 Q "l'
"curacy

controlleden)vironmentalconditions,'andprovisionsfordata
requirements completeness of item to be tested 7 sui a e and

-

ow*
collection and storage.-

/ .

d/ Mandatory inspection hold points for witness by owner, contractor,/ ,or inspector (as required).

Acceptance and rejection criteria.ej
~

f , Methods of documenting or recording test cata and results.

Q' -y- g. Provisions for assuring test prerequisites have been met.
1 7. 2.11 - I

)l017 Test results are documented, evaluated, and their acceptability
determined by a responsible indivicual or group. ; 7, L ii - 3

Activities relatet to Control of Measurino and Test Ecui: ment (17.1.12)are acceptable if:

M.2I2~1A.

,, 12d The scope'of the program for the control of measuring and tes. \

equipment is described and the types of equipment to be controlled
are established. This information inoicates an effective calibrationprogram has been established. / 7. Z. /2. -/ 4 - 7. A C#

12.2 QA and other organizations' responsibilities are described forO.yf establishing, implementing, and assuring effectiveness of the
,

'

calibration program. / 7. 2 - f
|

12.3 Procedures are established and described for calibration (technicue
t

I
and frequency), maintenance, and control of the measuring and test
equipment (instruments, tools, gages, fixtures, reference and transfer l " ,7,2 g '
standards, and nondestructive test equipment) that is used in the

inspection, and monitoring of structures, systems, andmeasurement

components. The review and documented concurrence of these procacures
Q- @N+h is describe . nd the organization r.esponsible for these functions is

Lh iiienTifieo]N n.z.g) . y
O .,12 # Measuring and test equipment is identified and traceable to the

O'[f calibration test data. -2./$ g
4

12.5 Measuring and test equipment is labeled or tagged or "otherwise
controlled" to indicate due date of the next calibration. The
metnod of "otherwise controlled" should be described. i

t.G
A6Iasuring and test equipment is calibrated at sDecified intervals,

based on the required accuracy, purpose, degree of usage, stability '

characteristics, and other conditions affecting the measurement..

OO 0{c
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Calibration of this equipment should be against standards that have
an accuracy of at least four times the required accuracy of the '

equipment being calibrated or, when this is not possible, have an
accuracy that assures the equipment being calibrated will be within%- required tolerance and that the basis of acceptance is documented

Q
gg and authorized by responsible management. The management authorized

- to perform this function is identified. f 7 7,gg,. 3s.
,

12.7 Calibrating standards have greater accuracy than standards being' calibrated. Calibrating standards with the same accuracy may be
.

used if, it can be shown to be adequate for the requirements and the
basis of acceptance is documented and authorized by responsible

N management. The management authorized to perform this function is
N identified. .

,7,,42,2. Fil71.l ?. -3

,,j2,&~ Reference and transfer standards are traceable to nationally recognized
standards; where national standards do not exist, provisions are
established to document the basis for calibration.

11 1. it -1. F d 7 . 'Z . n - 3,

12.9 Measures are taken and documented to determine the validity of
previous inspections performed and the acceptability of items inspected
or tested since the last calibration when measuring and test equipment
is found to be out of calibration. Inspections or tests are repeated

-

g _ ..f g . - on items determined to be suspect. 1 ;.2.n -tEm

Activities related to Handling. Storage, and Shiccing (17.1.13) are -

. , , , acceptable if:
, , -

*
13.1 Special handling, preservation, storage, cleaning, packaging,,and

shipping requirements are established and accomplishec' by suitably

_ trainedindividuals in accordance with@* redetermined work ano(inspection instructions,] Me s/f rW FA? p /.M ,
,

13.2 Procedure-
.

--M n . e r p e ., -2, pr.nr.t.;2

tablished and described to control the cleaning, ." #
handling, storage, packaging, and shipping of materials, components,

,

;
and systems in accordance with design andffrocurement3 requirem'eit?') e Ito preclude damage, loss, or deterioratio'n by environmental condi.tions
sucn as temperature or humidity. *dacMU '''m" U ~

,

P o n . s. n - a .z- i

13.'3 The description of the contro] of Qandj g , ion in Regulatorystorage, and shipping
listed above sethfies[t'h'e NguTEor'y' posit
Guioe 1.38.

~ o( j-- ap | ~7 2. I 5 '
i

Activities related to Inspection, Test. and Ooerating Status (17.1.14)
are acceptable if:

- !

,, JA.- ocedures are established to indicate the inspection, test, and

operating status of structures, systems, and comp (onents throughout6fabrication, installation, and test. p , t ,\ Q. '2. g jc {/
14.2'Irocedures are established and described to control the application ,

'

and removal of inspection and welding stamps and status indicators
-

such as tags, markings, labels, and stamps. 4% g
g -f I

, .-
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14.3 Procedures are established and described to control altering the
,fh sequence of required tests, inspections, and other operationsf

t important to safety. Such actions should be subject to the same,

,
controls as the original review and approval.

%- 14:4 The status of nonconforming, inoperative, or malfunctioning
, , ' structures, systems, and components is documented and identified to

Q , .5 ,3 prevent inadvertent use. g he organization responsible for thisT

function is identified.( I 1 2. M *b 4:e e 17. t. /Sg
11. 2. I'f - Z D

*

Activities related to Nonconforming Materials, Parts, or Comoonents
(17.1.15) are acceptable if:

,

15drocedures are established and cescribed for identi' ication,f .

documentation, segregation, review, disposition, and notification to
affected organizations of nonconforming materials, parts, components

O .f 'I --> and as applicable to services (including computer codes) if disposi-
tion is other than to scrap.s The procedures provide identification

I)I' [of authorized individuals for independent review of nonconformances,
including disposition and closecut.'

e ,,

15.2. QA and other organi:ational responsibilities are described for the |
b[ bcontrol. This includes identifying those individuals or groups with :525-

definition and implementation of activities related to nonconformance

p A , ~r 3 F#authcrity for the disoosition of nonconforming items. C. e a

15.3 Documentation identifies the nonconforming iten, describes the
nonconformance, the disposition of the nonconformance, and the
inspection requirements; ard includes signature approval cf the

k~~f~r
disposition.e Nonconformances art corrected or resolved prior to the

- initiation of the preoperational test program on the item.
13 - o li.,15.47Teworked,repalred,andreplacementitemsareinspectedandtested

in accordance with the original inspection and test requirements or
acceptable alternatives. E- ok

15.5 Nonconformance reports are periodically analyzed by the QA 8

g ,,gf organization to show quality trends, and the significant results are
reported to upper management for review ar: assessment, g , |

Activities related to Corrective Actien (17.1.16) are acceptable if:

16.1 Procedures are established and described indicating an effective
57 corrective action program has been established. The QA organization

g,p --p reviews and documents concur. ence with the proc e. ,

16.2 Corrective action is documented'and initiated following the | !

/ determination of a condition adverse to quality (such as a noncon- |
formance, failure, malfunction, deficiency, oeviation, and defective '

. material and equipment to precluce. recurrence. The QA organization
9 is involved in the do mented concurrence of the adequacy of the' corrective action. f B

>

(2 16.3 Followup action is taken by the QA organi:ation to verify proper |.

implementation of corrective acticn and to close out the corrective
'

action in a timely manner.
,

1

0 WM
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16.4 Significant concitions adverse to quality, the cause of the conditions,''
f and the corrective action taken|to preclude repetition are documentec

!j.
and reported to immediate management and upper levels of management t

} for review and assessment.
l

,,

cA
Activities related to Quality Assurance Records (17.1.17) are acceptable%

if: ,
,

i

'17<1 The scope of the rgeords program is described.g QA records include'
-

results of reviews, inspections'* tests ? ' audits, and material analysesi
,

,-monitoring of work performancei, qualification of personnell procedures?,.

! / and equipment *; and other documentation such as drawingste specifica-
_

' ,
I - tions," procurement documentsI calibration procedures and reports ?

,
'

! '

/M ssig M6g.at" Int, horts*;' and corrective action reports."nonconforrance re ,

A
| /sg _ p g.1. |'1 - I 'e ,( ;I

%g/are described for the defi ition and implementation of activities'and other organizations are identified and their responsibilities .| i
! '

related to QA records.
, q;,,e,, t-mJ, e, (7 2. t 7 T-

17. 4n'spe%. n. i. o - eptionandtestrecordsconYad,_thefollEw.ing where applicable:e,
.

s ,

izws r. cool niicr0 :

Q wq A description of the type of observation. M:n Aa.
*

b. The date and results of the inspection or test. F O |

Information related to conditions adverse to quality. Ic.

d. Inspector or data recorder identification. o. E
! e. Evidence as to the acceptability of the results. G 6

f. Action t,aken to resolve any discrepancies noted. *

- ,
s

17.4 Suitable facilities for the storage of records are described and ,!.

satisfy the regulatory pcsition given in Regulatory Guide 1.88i ,

h (endorses N45.2.9). Alternatives to the fire protectian rated
i . provisions are acceptable if ' records storage facilities conform to
| / 8. * NFPA No. 232 Class 1 for permanent-type records and that the 2-hour

.
!j p,s3 fire rating requirement contained in the proposed N45.2.9. standard

.; " is met by applicants in any one of the following three ways. Speciff- -!
.

cally, (1) a 2-hour vault meeting NFPA No. 232; (2) 2-hour rated
g* f,g6 file containers meeting NFPA No. 232 (Class B); or (3) a 2-hour

rated fire resistant file room meeting NFPA No. 232 f f the following
additional provisions are provided. *

1. Early warning fire detection and. automatic fire suppression
should be provided, with electronic supervision at a constantly
attended central station. '

,

2. Records should be stored in fully enclosed metal cabinets.
Records should not be permitted on open steel shelving.. No
storage of records should be permitted on the floor of the

i facility. Adequate access and aisle ways should be maintained
! at all times throughout the facility.

)
.w

f I
*
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3. Work not directly associated with records storage or retrieval
should be prohibited within the records storage facility.
Examples of such prohibited a'ctivities include but are not
limited to:

|- records reproduction, film developing, ano
fabrication of microfiche cards.; ' , -

4 Smoking and eating / drinking should be prohibited throughout the
records storage facility.

'

| 5. Ventilation, temperature, and humidity control equipment should
be protected inside with standard fire-door dampers where they
penetrate fire barriers bounding the storage facility.

! 17.5 The description of the control of records provisions listed above d@" ',"'

| sam +f4es the regulatory position of Regulatory Guide 1.88. q
"y

e# -- ~) 87 2.s*1t

Activities related to Audits (17.1.18) are acceptable if:

,,)8R1T Audits to assure that procedures and activities comply with the;_

i overall+QA program are performed by:

g The QA organization to provide a comarenensive incependent
verification and evaluation of quality related precedures and
activities. -T (rI

The,C/t o g>e.-,, . / iv. appl . ant (ed princi;& centrecto=+) to verify and evaluateOA; ,,D[
! the QA programs, proceduret, anc activities of suppliers,; i

t(I c(
jaA2'Tn audit plan is p epared identifying cudits te oc performed, tneir

frequencies, and schedules. Audits shoulc be regularly scheduled
based upon the status and safety importance of the activities being
performed and are initiated early enough to assure effective QA
during design, procurement, manufacturing, construction, installation,
inspection, and testing.,

|
tg (eA

! .JSA3-~~~ Audits include an objective evaluation of quality-related practices,
procedures, instructions; activities and items; and review of documents
and records to ensure that the QA program is effective and properly

| implemented.
! t. 4 $/ 'C

cht

'JJA4 isions are established requiring tnat audits be performed in all
! areas where the requirements of Appendix 5 to 10 CFR Part 50 are
I

applicable. Areas which are often neglected but should be included -

are activities associated with:
| / The d
l. M (e.g.etermination of site features which affect plant safety, core sampling, site and foundation preparation, and k
| methodology). (PSAR only).

The preparation, review, approval, and control of early
j procurements. (PSAR only).

! c [ Indoctrination and training programs. 4 F
!.-

c., b i

/T Interface control among the applicant and rincipa+ N7 -30 f

centractorst <,
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,

e. Corrective action, libration,'a d nonconformance control-

systems.
)

f. SAR and SSAR commitments. / M 8' 9 .
~

g. ' Activities associated with computer codes. -3 L
ok

1881'~ Audit data are analyzed by the QA organization and the resulting |/ reports indi, gating any quality problems and the effectiveness of the

QAprogram,(includingtheneedforreauditofdeficientareas,b
,

are
reported to management for review and assessment.

%g$-G O IC bn?c1ES2.~~ Audits are performed in accordance with pre established written
procedures or checklists and conducted by trained personnel having -

no direct responsibilities in the areas being audited.-2/7 g
JaT3'~Thedescriptionoftheconductofauditprovisionspkt.5sNedTh

regulatory position in Regulatory Guides 1.144 and 1.146
Q -3 3 --S 17. 2. (O g,

-::1. aenememuaesO,30
Ea h elerrent of the QA program description will be reviewed against the
accehtancecriteriadescribedinsubsectionII,includingtheregulations,,,

g,V ' Regulatory Guides, and Branch Technical Position listed in subsection V. QAB
dll interf ace with the secondary review branches to assure that they haveC'g g cccunente'd to the QAS by memo the acceptability of the identification of
structuresbsystems, and components covered by the QA program (Q-List). QAB
will process the necessary requests for additional information to the applicant
and coordinate've response with the appropriate branches for acceptance. '

Changes to the Qhsprogram will be evaluated to assure at a minimum that such
enanges have not digraded the presiously approved program. Consideration
should be given to the current regulatory position in the area of the enange
in determining accepta "lity of the change. The reviewer's judgment during o

the review is to be base on an assessment of the material presented, the
"similarity of the materiaNto that recently reviewed on other plants, and

wnether items of special safety significance are involved. Any exceptions or
alternatives to this SRP sect'lon including the regulations and regulatory f:csitions presented in the Regula, tory Guides in subsection V, will be carefully
reviewed to assure that they are 'Qearly defined and that an adequate basis
exists for acceptance.

The acceptability of the QA progra is determined by the following review
procedures:

1. The QA program description is revi wed in detail to, determine if
.

each of the criteria of 10 CFR Part 0, Appendix B has been acceptably
addressed and if there is an adequate ommitment to comply with the
regulations and regulatory positions in he appropriate issue of the
Regulatory Guides in subsection V, as idehtified by number, title,g
revision or date. The QA program descriptio is also reviewed to
assure that the applicant's approach to meeti the QA criteria and
commitments is acceptable.

~

2. The measures described to implement 10 CFR Part 50, Appendix B are }evaluated for: -

,
,

a. Technical acceptability (i.e., do they meet the Reg ations and
Regulatory Guides?)
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b. Workability (i.e. , do they seem to fit into an overall plan of
action that can be implemented?)

/

Management support (i.e. , do QA program measures have adeq tec.''

review, approval, and endorsement of management?),s -

This evaluation is based primarily on the acceptance criter'a
contained in subsection II.

.

3. The duties, responsibility, and authority of personnel erforming QA.
functions are reviewed to assure they provide suffici nt independence
to effectively perform these functions.

.

4 Through review of information provided, meetings ith the applicant,
~

'

by review of the acceptability of QA program a plant activities
including performance and capability of perso el, and by review of;

'

the Office of Inspection and Enforcement pos, tion statement and
inspection reports, a judgment is made of he applicant's capability
to carry out its QA responsibilities.

.

5. Satisfaction with program commitments nd descriptions of how the
commitments will be met, organizational arrangements, and capabili-
ties to fulfill QA requirements shpdid lead to the conclusion of
acceptability, as described in su section IV.

IV. EVALUATION FINDINGS

The reviewer verifies that sufficient information hn been provided and that
his review is sufficiently complete
following type to be included in u, pnd adequate to support cor:lusions of thee staff's Safety Evaluation Report:

Based on our detailed review a evaluation of the QA program descript~ ion
contained in the (tcoical reo t or SAR) for (nuclear facility), we conclude
that:

1. The organizati s and persons performing QA functions have the
required jnde endencp and authority to effectively carry out the QA 8

program wit ut undue influence from tnose directly responsible for
,costs and chedules.

2. The QA regram describes requirements, procedures, and controls
that, hen properly implemented, comply with the requirements of
Appe dix B to 10 CFR Part 50 with the requirements of 10 CFR Part 50,
$5 .55a and 555(e); with the criteria contained in SRP Section 17.1;

d with the regulatory positions presented in the following Regulatory
uides.

Rec. Guide / ANSI Std. Title Revision or Date

A brief cescription of the. applicant's QA program is provided
highlighting the more important aspects of the program.

3. The QA program covers activitjes affecting structures, systems, and
components important to safety as ioentified in the PSAR.

- .
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Accorcing'y,.thestaffconcludesthattheapplicant'sdescriptionodhe
QA program is in compliance with applicable NRC regulations and industry
standards and can be implemented for'the (soecifv) phases 4 (scecify

.

acolication).
N- V. IMPLEMENTATION

The following is intended to provide gupnce to applicants and licensees
regarding the NRC staff's plan for ' i'ng,this SRP Section.

Except in those cases in
h the applicant proposes an acceptable alternativemethod for complying specified portions of the Commission's regulations,

'

the method describ d erein will be used by the. staff in its evaluation ofconformance wi Commission regulations.

Imple.
ation schedules for conformance to parts of the method discussed,h in are contained in the referenced guides and NUREGs.

VI. REFERENCES

1.
10 CFR Part 50, Appendix B, " Quality Assurance Criteria for Nuclear
Power Plants and Fuel Reprocessing Plants."

2. 10 CFR Part 50, $50.55a, " Codes and Standards."

.K 10 CFR Part 50, 950.55(e), " Conditions of Cons ruction Permits"
(reporting significant QA deficiencies).

,

47 10 CFR Part >

50, $50.34(a.7), " Contents of Apolication; Technical
Information" (Preliminary Safety Analysis QA program description).

AVA.

10 CFre-Part 50, Appendix A, "Ceneral Design Criter4Pfor % clear---? w er H antsr"

Regulatory Guide 1.8, " Personnel Selection and Training" (endorses I6.

ANSI /ANS 3.1). fgl T 'i //o c%W to co p/y
7..

Regulatory Guide 1.26, " Quality Group Classification, and Standards
-

.

for Water, Steam, and Radioactive Waste Containing Components of
Nuclear Power Plants."g f.c .2 r. - N3 e~ e :-+>cr.~gir ,

f

[ Regulatory Guide 1.28, " Quality Assurance Program Requirernents '

(Design and Construction)" (endorses N45.2). N/A 4 oFg.q.z3 2

9f' Regulatory Guide 1.29, " Seismic Design Classification."f

og ~. d-
_ . g e d. > QA-

10.
Regulatory Guide 1.30, " Quality Assurance Requirements for the
Installation, Inspection, and Testing of Instrumentation and Electric
Equipmeht" (endorses N45.2.4).
Rg 6. 4 . l .1 3

.11.
Regulatory Guide 1.37, " Quality Assurance Requirements for Cleaning
of Fluid Systems and Associated Components of Water-Cooled Nuclear
Power-Plants" (endorses N45.2.1).

'

),
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12. Regulatory Guide 1.38, " Quality Assurance Requirements for Packaging,
Shipping, Receiving, Storage, and Handling of Items for Water-Cooled
Nuclear Power Plants'.' (endorses N45.2.2).

'
~'

13.
.\~ Regulatory Guide 1.39, " Housekeeping Requirements for Water-Cooled

Nuclear Power Plants" (endorses N45.2.3).

14. Regulatory Guide 1.58, " Qualification of Nuclear Power Plant
Inspection, Examination, and Testing Personnel" (endorses N45.2.6).

15. Regulatory Guide 1.64, " Quality Assurance Requirements for the
#

Design of Nuclear Power Plants" (endorses N45.2.11).

16.' Regulatory Guide 1.74, " Quality Assurance Terms and Definitions"
(encorses N45.2.10).

17. Regulatorf Guide 1.88, " Collection, Storage, and Maintenance of
Nuclear 5ower Plant Quality Assurance Records" (endorses N45.2.9).,

18. Regulatory Guide 1.94, " Quality Assurance Requirements for Installation,
inspection, and Testing of Structural Concrete and Structural Steel
,During the Construction Phase of Nuclear Cower Plants" (encorses.

N4 5. 2. 5 ) .'

19. Regulatory Guide 1.116, " Quality Assurance Requirements for Installation,
Inspection, and Testing of Mechanical Eouipment and Systems" (encorses
N45.2.8)..

20. Regulatory Guide 1.123, " Quality Assurance Requiremer.ts fcr Contrcl
of Procurement of Items and Services for Nuclear Power Plants"
(endorses N45.2.13).

.

21. Regulatory Guide 1.144, " Auditing of Quality Assurance Programs for
Nuclear Power Plants" (endorses N45.2.12).

22. Regulatory Guide 1.146, " Qualification cf Quality Assurance Program
Audit Personnel for Nuclear Power Plants" (encorses N45.2.23).

23. Branch Technical Position (BTP) ASB 9.5-1 (attached to SRP
Section 9.5.1).

.

.

!
.

.

r %w

-
,
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N U R E G-05M
4 (Formerly '.UREGJE E

f naut,\ U.S. NUCLEAR REGULATORY COMMISSION )#

.jat$) STANDARD REVIEW PLAN
%, G....f

OFFICE OF NUCLEAR REACTOR REGULATION

17.2 QUALITY ASSURANCE OURING THE OPERATIONS DHASE

REVIEW RESPONSIBILIT-IES
,

.

"

Primary - Quality Assurance Branch (QAB) *

Secondary - Mechanical Engineering Branch
Instrumentation & Control Systems Branch
Power Systems Branch
Accident Evaluation Branch
Radiological Assessment Branch
Hydrologic & Geotechnical Engineering Br nch
Containment Systems Branch

I. AREAS OF REVIEW

;AEreviewsandevaluatestheapplicant's/perationalcualityassurance(QA)
crogran as cescribec in the FSAR. The review at the operating license s age
adcresses both the "offsite" and "onsjt'e" QA controls to be applied to those
activities .na . cay af fect the :;ualffy of items important to safety during the
coeratien, maintenance, and modification of a nuclear power plant. The review
covers the QA controls to be ap iied to those activities (e.g. , designing,
constructing, purchasing, fab cating, handling, shipping, storing, cleaning,
erec-ing, installing, mainjr ning, modifying, operating, inspecting, and testing)t

tnat may affect the cuali,ty of structures, systems, and components important tc
safety. The secondary eview branches review the listing of. structures, systems,
and components (QA li u) covered by the QA program for their areas of review
resconsibility in accordance with 2A1 of this section of the Standard Review Plan 8
anc cocuments thp/ acceptability of the listing inclucing any items that should be 1

acced er clarifiec by memo to the QAE. The review by MEB in this regard also If
addresses the/ areas of review responsibility normally assigned to ASB, RSB, CEB, |
?SB (except/ electrical), anc SEB. I

/
The reptew extends to the determination of how the applicable recuirements of the
18 cnitaria of Appendix 3 to 10 CFR Part 50 are satisfied by the proposed QA
proc [ ram.

.

|
|
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USNRC STANDARD REVIEW PLAN
star. card review plans are pre =ared for the guicance of the office of Nuclear Reactor Regulation staff resconsibie for the raview of
appiscations to construct ano operate nuciear power plants. These documents are made a.ailable to the public as part of the
Ccmmission's policy tc inform the nuclear industry and the generat puniic of regulatory procecures and policies. stancard review
peans are not suostitutes for regulatory guides or the Commission's regulations and comoliance with them is not recuired. The
standard review rian sections are keyed to the standard Format and Content of safety Analysis Reports for Nuclear Power P:ar.ts. -

Not at: sections of the stancard Format have a corresponding review plan.

Dublished standard review plans will be revised periodically, as appropriate, to accommodate comments and to reflect new informa-
tion and esperience.

Camments and suggestions for improvement will oe considered and snould be sent to the U.s. Nuclear Regulatory Commission,
c'*.ce of Nuclear Reacter Regulation. Washington. D.C. 2%56.
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Where an NRC-accepted QA topical report is referenced in the application, the
referenced QA program is not re-reviewed except for conformance to the applicable
staff positions in this SRP section and the Regulatory Guices in effect at the
time of docketing the application.

' , ,

The review will not involve an evaluation of the QA program for the design nd
. construction phase and, therefore, the QAP description for design and con cruc-

,

tion should not be addressed in the FSAR except for a commitment for cop inued
implementation of the PSAR QA program for the remaining design and co
activities and the preoperational test program or referenced as appl'ptructioncable for
repair and modifications only during the operations phase. Howeve , as desired,
changes to the QA program for design and construction may be pres nted in tne
FSAR for staff review and acproval. Staff review will only aediess the program
cnances.

The areas of review for this SRP section are the same as t. ose described in
SRP Section 17.1 except:

1. Orcanization (item 1) delete from part A: / including the applicant's'

organintion and principal contractors (,afchitect engineer, nuclear
steam supply system vendor, constructo /, and construction manager
when other than the constructor)."

'

2. Audits (item 18) add a part C: "P ovisions for the audit of operatirig
activities important to safety '.'cecencent of the operating
organization."

II. ACCEPTANCE CRITERIA

The applicant must establish a Q program for the operations phase, inclecing
activities such as operation, ntenance, and modification of the nuclear
power plant, in accordance wi+ Appendix B to 10 CFR Part 50, " Quality Assurance
Criteria for Nuclear Power P ants and Fuel Reprocessing Plants." The QA
pregram description preser ed in the FSAR must discuss how each criterion of
Appendix B will be met. he acceptance criteria used by the QAB to evaluate
the crogram are listed elow. The acceptance criteria include commitments to
comply with the regu tory positions presented in the apprcpriate issue of the i

Reculatory Guides i .cluding the requirements of ANSI Stancard N45.2.12 and the !
Eranch Tecnnical osition listed in subsection V of SRP Section~17.1. Thus, - i

these commitmen constitute an integral part of the QA program description :

and requireme os. Exceptions and alternatives to these acceptance criteria '

nay be take y apolicants provided adequate justification is given; and the
QA5 review allows for considerable flexibility in defining methods and controls
for satij ying pertinent regulations. When the QA program description meets
the ac eptance criteria of this SRP section or provides acceptable exceptions
or a ernatives, the program is considered to be in compliance with pertinent
NRC regulations. The review will' ascertain that the commitu,ents and the

c .cription of how the commitments are implemented, to tne extent necessary, ~

re Objective and stated " %spect21c terms.
'

The Orcanization (SRP Section 17.2.1) elements responsible for the QA program
are acceptaole if:

1. The criteria described in 17.1.1" are satisfied except for:
x !

Refers to the acceptance criteria given in subsection II of SRC Section 17.i. I

17,2-2 Rev. 2 --July 1981
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a. Item 1A4.
.

4. The organizational elements within the parenthesis in item 1A5 |
be expanded ~ to include operaticns anc maintenance.-

u

. < . The requirements that principal contractors describe QA
responsibilities be deleted in Item lA6. |

W. The requirements that a QA position be identified for principal
contractors as described in Item 15i, be deletec. |

-1. "The persen at the constructicn site responsible fer cirecting
and managing the site QA prcgram.. " cescricec 'r Its: IC3, ::e ] ,

changed tc "The person. .rescensible fcr .tne ensite CA pregram."
and continue en with remaininc sentence startin: witn "has
appropriate organizational. . . !"

~

The Ouality Assurance Procram (SRP Section 17.2.2) description is acceptable
af:

(= ,

i. The criteria cescribed in 17.1.2 are satisfisc except for:
.

-a. Item 2Alb.

- b. The requirement for the princical centracters te provice a
ccomitment to comply wit.t the regaistiers anc regulatory sesit ens Ii
in the Regulatory Guides accressac in Item 253. i

-c . Item 2C2.

,d. Item 2C3.

9 Provisions are established for assuring the Q_Orccram fc cceratiens.

is implemented at least 90 day: prior tcO'uel ioTeliic?' 1 ~ f.n m W l." .c
, a 4 -: i m : -!i1 1.1-11 o fe ,, ,

- -> Ccnfirmation is provided to commit te centinued implementatien cf.

the PSAR.QA program for the remainina desicn and construction,

activities and the preoperational test program or an acceptable
alternative is provided. ,7 , g , g . f og ff g ,

i

Activities related to Desion Control (SRP Section 17.2.3) are acceptable if: |
t
1

1. The criteria described in 17.1.3 are satisfied.

g , F + 2. Measures are provided to assure tha't responsible plant personnel are
made_ aware of design changes / modifications which may affect the
performance of the,ir duties. 1.

o

Activities related to Procurement Document Centrol'(17.2.1) are acceptable if:

1. The criteria described in 17.1.4 are satisfiea.

Activities relateo to Instructions, Procecures. anc Drawines (17.2.5) are
acceptable if:

.i. The criteria cescribed in 17.1.5 are satisfied. !
.

17.2-3 Rev. 2 - July 1981
4



s -

..
4

c -ivities elated to Document Con:rci (17.2.5) are acceptable if:ci

1. The criteria described in 17.1.6 are satisfied. )

'g 11 - -e -2. Maintenance, modification and inspection procedures are reviewed by
,,

qualified personnel knowledgeable in QA disciplines (normally the QA
organization) to determine;

a. The need for inspection, identification of inspection personnel,
and documentation of inspection results. -

b. That the necessary inspection requirements, methods, and
acceptance criteria have been identified.

Ac-ivities related to Control of Purchased Material. Ecuioment. and Services
(17.2.7) are acceptable if:

1. The criteria described in 17.1.7 are satisfied. '

Activities related to Identification and Control of Materials. Parts, and.

Cc conents (17.2.3) are acceptable if:

1. The criteria described in 17.1.8 are satisfied.

Activities related to the Control of Soecial Drocesses (17.2.9) are acceotaole
4 .r .

1. The criteria described in 17.1.9 are satisfied.
i

a tivities related to Insoection (17.2.10) are acceptable if:c

1. The criteria described in 17.1.10 are satisfied.

G -2 7 *[ When ins;:ections associated with normal operations of the plant
E, (such as routine maintenance, surveillance, and tests) are performed-g , -- c ;2,

by incividuals other than those who performed or directly supervised.. ,

F :'..b, 00'- the work, but are within the same group, the following controls are p

,

r

,rece .w: met:

a. The quality of the work can be de.cnstrated through a functional
test when the activity involves breaching a pressure retaining
item,

b. The qLalification criteria for inspection personnel are reviewec
and found acceptable by the QA organi:ation prior to' initiating

*

the inspection.
'

Activities related to Test Control (17.2.11) are acceptable if: -

-1. The criteria described in 17.1.11 are satisfied.

Activities related to Control 'of Measurino and Test Ecuioment (17.2.12) are
accectable if:

.

.

1. The criteria described in 17.1.12 are satisfied.
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Activities related to Handling, Storage, and Shiccing (17.2.13) are acceptable
:

1. .The criteria described in 17.1.13 are satisfied. -

u

%2. Provisions are described for the storage of chemicals, reagents
(including control of shelf life), lubricants, and other consumable'

materials. g 2,,3.[ B on
Activities related to Inspection, Test, and Ooerating Status (17.2.14) are
acceptable if:

,

1. Tne criteria oescribed in 17.1.14 are setisfied. -

.

Activities related to Nenconformino Materials. Parts or Cecoonents (17.2.15)
are acceptable if:

1. The criteria described in 17.1.15 are satisfied.

Activities relatec to Corrective Action (17.2.16) are acceptable if:

1. The criteria described in 17.1.15 are satisfied.

Activities related to Ouality Assurance Records (17.2.17) are acce: table if:
L ss

,,t[ Lei. The criteria described in 17.1.17 are satisfied.

" , 2 .' QA records include operating logs 7 maintenance and m:dificatien ' t y? ' ', g
- precadures, and related inspection resuits, reporta:: e cc:urrences," '

and other records required by Technical Specifications.'
7,g.

Activities related to Audits (17.2.18) are acct:ptable if:

1. The criteria described in 17.1.18 are satisfied.

2. Where the "onsite" QA organization does not report to the "offsite"
'crganization:

/ The "offsite" QA organization conducts audits sufficient to ,,, 3 /./
verify adequacy of activities conducted by the "onsite" QA
organization.

6 /c

b. The "offsite" QA organization reviews and concurs. in the schedule 4

. ,c'6 and scope of audits performed by the "onsite" QA organization. )

c. Results of audits performed by the "onsite" QA organization are
provided to the "offsite" QA organization for review and , ' '
assessment.

'

~

Q 2C" M'J IP,00E00P,ES

Same as SRP Section .,. that the Office of Inspection & Enforcement .j,

(ILE) coes not provide a position sta. CAB relative to their assessment I

: c, ( nis assessment:f the' QA program implementation for-SER input. '

|..o tne Licensing Project Manager. QAB reviews a description of tne m: r"-

17.2-5 Rev. 2 ! July 1981
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./' y'
.of completed 0A program activities- to further determine that-the' facility has !

<

ceen designed and constructed in accordance with PSA 6 gram commitments.
)IV. EVALUATION FINDINGS

N- -Same as-SRP Section 17.1

V. IMPLEM~ 10N

r. W-, e,< u ,n .e . u. w . ,-
_

._ ,, , . .
e . .,. .

VI. REFERENCES

Same-as SRP Section 17.1 except replace item 8, Regulatory Guide 1.28, " Quality
Assurance Program Requirements (Design anc Construction)" (endorses N45.2)
witn Regulatory Guide 1.33, " Quality Assurance Program Requirements (Operation)"
(endorses N18.7);. replace 10 CFR Part 50, 550.34(a.7) with 10 CFR Part 50,
550.34 (b.6ii), " Final Safety Analysis Report"; and delete 10 CFR Part 50,
s50.55(e), " Conditions of Construction Permits."

.

>

)

i

.

.

- .

. ;.

.

17.2-6 Rev. 2 - July 1981'
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'[ DQAP
40M, _10 CFR 50, Appendix B - Quality Assurance Criteria for

Nuclear Power Plants and Fuel Reprocessing Plants

03
6 t.A . Organization

G LAI . Quality Assurance Program

p?d. Design Control4

z. pd. Procurement Document Control
;

'

td. Instructions, Procedures, -and Drawings
i/

6
Document Control.

I- 7 [II. Control of Purchased Material, Equipment, and Services
1

3 I.
Identification and Control of Materials, Parts, and Components

'/ V fX. Control of Special Process,es
_, i

'

3 Inspection.

'

t / k. Test Control2.
.

r
XII. .. Cont'rol of Measuring and Test Equipifient -

;

t.yXIII. -Handling, Stqrage, and Shipping

y yXIV. Inspection, Test, and Operating Status
- .

j, q gy. Nonconforming Materials, Parts, or Components .

VXV I .' Corrective Action5

/ / XVII. Quality Assurance Records
-

;

z yXVIII. Audits

L i.

,

f

&K.
..

M
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II. ACCEPTANCE CRITERIA
~

The applicant (and its principal contractors such as the NSSS vendor
constructor and construction manager) must establish a QA program for the

-

, A/E,

design and construction phases in accordance with Appendix B to 10 CFR Part
50, " Quality Assurance Criteria for Nuclear Power Plants and Fuel ReprocessingPlants."

The applicant's QA program (including its principal contractors)
-

must describe in the PSAR or SSAR how each criterion of Appendix B will bemet.
listed in the following eighteen subsections.The acceptance criteria used by the QAB to evaluate this QA program are

The acceptance criteria include
the appropriate issue of the Regulatory Guides, and the Branch Technicala commitment to comply with the regulations, regula. tory positions presented in
Position listed in subsection V.
part of t'he QA program description and requirements.Thus, the commitment constitutes an integral
tives to these acceptance criteria may be adopted by applicants providedExceptions and alterna-

bility in defining methods and controls while still satisfying pertinentadequate justification is given; the QAB review allows for considerable flexi-regulations.
When the QA program description meets the applicable acceptance

criteria of this subsection or provides acceptable exceptions or alternatives,
the program is considered to be in compliance with pertinent NRC regulations

.

The review will ascertain that the commitments and the description of how the
commitments are implemented, to the extent necessary, are objective and statedin inspectable terms.<

' . _
. {

' , , , _

i

|

e

'l

~.

11

\
l

'
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|
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1. ORGANIZATION
-

Organizational description and charts of the lines
.

, A.

performing quality related activities w'"d#and areas of responsibility and authority for all organizations, interrelationships
' -

__:...:___f_____,
g__se._7 '"_gpr'' :-'_'+_:_g_ _. _;' tt:~ :2;;D Cy!'^; t:nd;r - _t _;;7, _.; ,.

-

Crl}~L t;r, " T. I :0. a t s -C t i L i, ..; . . m
a--

et':r t':- in :; rat _;t;r). .

,

~

A1.* The responsibility for the overall program is retained a dby the applicant. m2, n exercised f'g t%2,.I-(

/g'1A2.Theapplicanthasidentifiedanddescribedmaj
.

involved in establishing and im or delegation of work .

thereof to other organizations.plementing the QA program or any partG L4

h 1A3. When major portions of the applicant's program are delegated:
l%"L.) 5%b 3

Applicant descria.
overall program.bes how responsibility is exercised for the .

The extent of management oversi
addressed including the location, qualifications,ght should be
for determining the number of personnel performing theseand criteria' functions.

b.
Applicant evaluates the performance (frequency and method/ q. 1

stated
once per year although longer cycle acceptable with

l}(

other evaluations of individual elements) of work by the
N ;

delegated organization.

Qualified individual (s) or organizational element (s) are kc.

identified within the applicant's organization a's
for the quality of the delegated work prior to initiatiresponsible
activities. on of

""
1 r nr;;; rt ::ntr:1: cr.d Off:: tic: ' ' .::f;.

Q'> mci . }i;; m..,ec.; th; glic.c.t ;c.d th; p r' mi;;l ::r tcf :cr ur' :the cri:tt: :::;r: dirc:t#:r :f th: r::t:r;
!7 pr: :.ycprelicen, m%; ce -

7 1 A5. Organizatio[ charts clearly identify all the "onsite" and "offsit "
.

-

*

organizatio1al elements which function under the cognizance 'of the|
.

eQA program

'such as design, enginee. ring, procurement, manufacturing
'.

constructio , inspection, test
instrumentation and control

of the criteria for determining the ' size of the QA organizationengineering, etc.), the lines o,f responsibility, and a description
,

, nuclear

includino th
(>luntL M "e inspection staff. LUude,9Wo qA stdf c g

-

7 1A6. The applicant (:
ncemsI" optr & .

M ; #crip ! ::rt ::te-Q describes the QA
'

responsibilities of each of the organizational elements noted on thorganization charts.
e

- -
,,

-

. .__

The alphanumeric designation for each acceptance criterion in subsection IIindicates its relationship to the areas of review identified in subsection I!

.

J



u qg.

l
i

'B','
' Organizational location, degree of independ 1

\

assigned the responsibility for performing QA functionsperforming organization, and authority of the individuals
( ence from the
t

.

. _ _ _4
.

1B1. The applicant ( d n ' i g.'.
s..t.. A d iden#

position that retains ~overall authority and re'sponsibility ftifies a management |o
QA program (normally, this position is the QA Manager) and thisor the
position has the following characteristics: '

g. Is at the same
;

igh
~

manager directly responsible for performing activities afforganization le' vel as the highest 1ine
quality (such as engineering, procurement' construction

'

ecting
operation) and is sufficiently independent from cost and sched l, and,

g,1.1. I. 3. 2- (g 7 2. t ~y u e.
i

17.2.s -.-

Has effective communication channels with other senior manageme t
[ . ,

%ositions. ~~ ~
. . .

j g 17g2 l-1 n
t

t,r#" %
Has responsibility,for approval of QA Manual (s)

,
.

.y

;

g Has na other duties or responsibilities unrelated to QA th t17. z.I. 5. 2 4 g n.s.s-3
would prevent his full att.ention to gA matters a

h 1:9 oc 4A G 7. 1\}ef 9f.t
-

2. Verification of conformance to established requi. . 's. 2. (g .39.2.g _ q) II8-/' ,'s s

designs, ref. 3E2) is accomplished by individu l( J rements (except for
the QA organization who do not have direct res a s or groups within

-

ing the work being verified or by individuals ponsibility for perform-

organization responsible for performing the taskqualified in QA concepts and practices and independ
Ior groups trained and

ent of the
17.t. t.3. 1 P g 17.2.. g7183. Persons and organizations performing QA functions hav

.

t"

to management levels which will assure the abilite direct access
y to:

Identify quality problems.a.

b.

Initiate, recommend, or provide solutions through design t dchannels. ae .

Verify implementation of solutions.
c.

Those persons and organizations with the above autho it
.and a description of how those actions are carried out is provided

r y are identified
*

1B4. a.
: Designated QA personnel, suf ficiently' free from direct pressur

.*

for cost / schedule, have the responsibility delin"tdIV.I. Yg igN'D es

to stop unsatisfactory work and control fqrther pin writina. 7
delivery, or insta.11ation of nonconforming material

r rocessing, '

(' g. The organizational
,

ositions with stop work authority are *identified' "'**** I "y I

O'.2.1 ~/17.2.i. 5 2. QA L7

5. Provisions are established for the resolution of disput
quality, arising from a ditference of opinion between QA perses involving
and t'.her department (engineering, procurement, manufacturingonnelpersonnel. p,'Z.l.54 , etc.).17 L;-S]
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.

gegg . . <_&h
/

186. Designated QA individuals are involved in day-to-day plant activities
'

4mportant-to-saf'ety (i.e. , the QA organization routinely attends and
. -

participates in daily plant work schedule and status meetings to
.,

-

assure they are kept abreast of day-to-day work assignments throughout
the plant and that there is adequate QA coverage relative to procedural
and ihspection controls, acceptance criteria, and QA staffing and
qualification of personnel to carry out QA assignments).

-

* 5

C.E ^ Organizatic'nal' priivisioris' for aisuring ~the proper ~ implementation
~

.

"'N of, the QA program.f' ~ '

,

-_
.-

,

se

.
*

-1

M. Pcfficies regarding the implementation of the QA program are|Afocumented ti.c
!

*(1.1.2 fahd made. mandatory. !

n>3-h' President or Vice. President level.G4t c/(.ec, \)f- MThese policies are established at the Corporate% n.2.t-t,,

pC2. Position description (see 1B1) assures that the individual directly
:

,

responsible for the definition, direction, and effectiveness of the
#"

P responsibilities.overall QA program has sufficient authority to effectively implementMM
cost and schedule responsibilities.This position is to be'sufficiently' free from

'
87J

this individual are established in a position description whichQualificationrequirementsfork''ij,$.i
2 i
'

includes the following pr re visites:
.

9 u T'd A v 13.t.( -t L t>- @ a-- ne
Managementexperiencethroughass)ignmentstoresponsiblea.
positions.

b.
Knowledge of QA regulations, policies, practices, and standards I

.

Experience working in QA or related activity in reactor design
c.

construction, or operation or in a similar high technological,industry.
V

The qualifications of the
Manager. should be at least equivalentr

to those described in Sec
and Training of Nuclear Power Plant Personnel," as endorsed by theon 4.4.5 of AN51/AN5-3.1-1978, "Selectioh
regulatory positions in Regulatory Guide 1.8.

L.4 b. The person [ksite QAt$ :r:tr:t'^ri+2
-

-r :;i g the responsible for & = t h; :rd '*

program is identified by position'and has
appropriate organizational position, responsibilities, and authorityf. to exercise proper control over the QA program. E '

the QA program at T e plant site is being effectively implementedfye.e_from ncn-QA duties and can thus give full attention to assuring hkDi'"''~~7
This individual iss' e e9 3. 2. .

,

.

.

.

6
'W
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, r RfJul to U,h i. h 9. f. I d 6-i 5-[

2.
QUAL.ITY ASSURANCE PROGRAM

A. Scope of the QA program.

.

.

A1. The scope of the QA program includes:
.

< *

%(k;b rela/ Acommitmentthatactivitiesaffectingstrukures),<j 02.2Aqnta-tY
systems, and

components ' r-* "+ +c n'q'A"The structures'll be subject to the applicable ,'
,

controls of the QA program. J
_

,

systems
and related consumables covered by the QA program are, components,}

,

identified(QA list) in Section 3.2.1 of the SAR I
i !

t , ____r.___. u.. .<_ _____ , ,. .O
- W, < 3-

''

,.,;~i .J 7 7: ::: _Z:S 'IT !C~A!'_ ??: _C :M 32 ? EII -
iJ. CMIL m :::_:::", d 'C.. .:,,J/. ._"/ "# "'"

. --. """ " " ~ '""""
... . . . , ,..w.. -. . .

A commitment that the development, control, and use of computer !-

code programs will be conducted in.accordance with the QA
-

program and a description S.3 o-(.the QA program wil] bj applied.
,

f how ,

- irt.

ri 2..v.:L h,t u d. ( 6 , OA[ The identification of fire pro *tec n in.N-
i?.3 2 - 3C n.2 V

.

1

system covered by the QA program or identification of the QAection9.5.1as'at7,I2(gtta.a.dcontrols for fire protection.
-

'

These controls are reviewed and
accepted using the guidelines contained in BTP ASB 9.5-1 and

s

10 CFR Part 50 Appendix B as appropriate.
'

44,
[ A commitment that s

_ skills, or processes will be provided as necessary.ent,environmentalconditionsM2t-p
p12-tJ

A2. A brief summary of the company's corporate QA policies is given.
O.2 H 11.2. t -1

T 2,} -

>

'
,

i.

!

i
Rulemaking is currently underway to clar'ify the requirement that structures, *

Criteria of Appendix A to 10 CFR Part 50 shall be subjected to the pertinentsystems, and components important to safety as derived from the General Design
requirements of the quality assurance criteria of Appendix B to 10 CFR 50.
Until this rulemaking process is completed, staff reviewers should assure that
the applicant's list of structures, systems, and components includes all those(
items necessary to prevent or mitigate the consequences of postulated accidents
that could cause undue risk to the health and safety of the public as stated'

in the Introduction to Appendix B.
previded in Regulatory Guide 1.29. Guidance for identifying such items is

.

.



i- i

'. 'B. Provisiens to assure proper dafinition of tne QA program.
- - - - ~~ - - - -

2Bl. a. 7 Provisions are established to assure that quality-affecting'

, procedures required to implement the QA program are consistent'

with QA program commitments and corporate policies and are
properly documented, controlled, and made mandatory through a
policy statement or equivalent document signed by the responsible

,

official.
'

,

,

b. 2 The QA organization reviews and documents concurrence with
.

,

these quality related procedures.'

c. The organizational group or individual having responsibilit
for the policy sfatement'should be,,ident fied. rnz( p.

j GP c e+ss. UP- YowsM.
v d. The quality affecting procedural controls o the principal

contractors should be provided for the applicant's review with
documented agreement of acceptance prior to initiation of

- activities affected by the program. I't.L t 0 2 2.-Q ...

282. ions are included for notifying NRC of changes review $ W ;Q-

and accep the accepted description program as go(pg g
prior to implementation, 9, *presented or referent 5

30 days after announcement. b d *
'

17. z. a.-4 and (2) in organizatio en f'

f(Note - edit anges or personnel reass f a non--

ire NRC notification).
e nature do not dre

su

The applicant Wd tM p' c';:' : -t ::t: :) commits to comply with.
'_

+ 283 ,

the regulatory position i 'D A appropriate issue of the Regulatory ~'
' g g g Y Guides listed in Subsecti V4 Jo comply with 10 CFR P tt 50,,

::nt:t ::ti;iti:mde- 10 C" Nt 50, yn. 5c apin 4'

(7.L'dTg,q 550. 55a;. t:Ut' +% 0^ p-eg-e; and to comply with 10 CFR Part 50
*N)'

e
'

.aeeerd:nce
Q dix A, General Design Criterion 1. |For systems, components, and

g g ,gG Appenrstructures coverea Dy the A5Mt code Section III (Classes 1, 2 andy

)3),thequalityassurancecoderequirementsshouldbesupplemented
,

!by the specific guidance addressed in the regulatory positions of
g y the applicable Regulatory Guides. The commitment identifies the-

Regulatory Guides and ANSI standard by number, title, and revision+ =

or date. Any alternatives or exceptions are clearly identified and
,

*supportino information presented in the docket. I ]A Regulatory'
.

(M Guides should be addressed which have an implementation date prior
,

A,ot,,, 4 to the submittal or docket date of the QA program description. '-*

"'Although primary responsibility for Regulatory Guides 1.26 and 1.29
is assigned to ASB (SRP Sections 3.2.1 and 3.2.2), their use as
acceptance criteria in this SRP section is necessary to assure that
acequate quality assurance requirements are specified for systems,

-
>

, components, and structures addressed by those guides.
'

'The QA organization and the necessary technical organizations'

p participate early in the QA program definition stage to determine
and identify the extent QA controls are to be applied to specific,

r , structures, systems, and components. This effort involves applying
( a defined graded approach to certain structures, systems, and com-

ponents in accordance with their importance to safety and affects
such disciplines as design, procurement, document control, inspection
tests, special processes, records, audits, and others described in
10 CFR Part 50, Appendix 8.

. .

4

_
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4f No. 6 / M2nday, Jen"E 7 20.19!.3 / Rdes an:~ Regda&ns
.

.., , .

.

. .. .
.

and s:eti2as ss2 and 553 of Title 5 cf the
United S: stas Code, ths.foUowing needed. and provide a sthedde for NRC

-

-
*

arnendments to Title approval showing when its ennent

(
. of Tedetal Regulatio,10. Chapter L Codeiguality assurance program descdytion 6

-.-

c
ns. Part 50 are- will be submitted. . .. -

.

> . desc)ribedinparag:eph(a)(1)oftEs %-* ' [3 After March)11'1983, eachlicensee
published as a document subiect ter

- .- -
- .* -

codification.cf...* n. *: ,,* .+ . .~
-s

f * .,,. . ~: :
. .. section may make archan,ge to a - U I: ~ .4,~

*
. " ' , '-..

PART 50-DOMESTIC UCENSING OFC previcosfy accepted quality assurance 4 *h ''

PRODUCTION AND UTIUZATION
'"

FACILITIES. program descriptionin'cluded or * - "i - . . ' ~

.

referenced in the Safety Analyrie * ~M ' [ .h'.1
- - -

*..~.,c. , - ~

1.The au'tGriticitationIo-Part50 ' . Report pmvided the change doesTot A
, '

: ,

cer.tinues to read as followa: . - ;"
reduce the con.mit=ents in the progra:n> ,

Autho ity: Seca.135.104.1st.142.163.16a. . desedp$on previously eccepted by the
, , . . ,

-

* 22. tia Sta t. s26. tar. Ha. 952. 854, 555. s54. as NRC. Ch""I'' the qualify assu anca - ~ ~ ,
,

,

-
. *

.
-

a=a=ded.sec.234.u Stat.124 as a=saded program desc :. tion that do not feduca
.

.p ,*

(42 uit nss 2.x. 2:01. 2232. 2233.223a. .the cocunitments must be submitted to
, ,

., ! .. . ,

2229' 2:t2) aens. 212:2. 20s, as Stat.1242, the NRC at least annually in accordance |-,
,

1 3 7, ' ' . - -1244.1248 as amended (42 UAC 5441.5642. . with the requirements ofI 50.71 of this * *-e i
. " ''s.

SMaj. unless otherwise noted..' '

f
pa' rt. Changes to the- -

; ht ,,:1,| 60L sec.1a 32 5 tat 2551 (42 USC 5451). *Section 517 also lasued under Pub.1. 95-program descrfptio' quality assuranca*.
_ ~.: *y.

. . . .i - M fs 5f n . 'i' . *!
*

' ,-
n that do reduce the .1;".I.M * ''N-

o') 9 d. N.' M-1 .Section 50.7s also issued unde sec.122. 88Corr.mit:nents must be submitted to NRC
.

, ,

OStatoss
..'' ", ;2 also laaue(42 UIC 2152). Sections M a''a =1 and nceive NRC*aPprevalbefor.t * M N'

.. '
'

d unde see.184, so Stat. 854 as Implementation. as follows.,.. * -

.4.;.Nr -f;,;;:ff;.t's. ;.4 H smended .*

y.'. ;Q*L';' (S0.102 also(42 UAC 2234). Secdons la100-
g

(i) Changes made to the Safety ,,., y . ._ . j, . _ ,,. u ,.

.

hsued under see. sss, sa stat e5s Analysis Report mustbe submitted for , . 7.g;h[,7;<,y ,.[y
.

1.W'; f. ,p. 42 U.S.C 2nsi. .- : . - review to the appropriate NRC Regional. ,ff ,. ,,,M., 3; .- ** .-fG
,,, ' t at taded (42 USC 22:3). || 50.10 fa):(b).For the ps: poses of sec.22s.sa stat.sst.as* OfBee shown in Append!x D o!Part 23 *' k 'v/~M; . ;.f*' 1:' 7 ', i

?.%-
.;.r; and (c). 50.44. 50.46. 50.44. 50.54. and 30.80(a) of this chapter, to the Resident *

Inspect 0:. and to the Document Control 'i[.d:M,.'D-3: *

,|-
M, .,, are, issued under ses.leth,68 Stat sea, se- + p ,y;gy,37pycEar Regulatory

.

* J */ "' - > U^
'd (Yan NuNunar's'eIt Commis slon. WashingtoTD.C. 205!is.- ~ *"

'?" I ' M.' -*-

M.M" y' Stat s4s. as amended (42 UAC 2 anti)): andChanges made to NRC-accepted quality w..[;;d.ff.%.'QM. ;
'M~ a '

ilSn.55[al.5C.st!b assura.nce topicaireport descri 1 g !?:S' >; i-

d~ 7 i aa a=are issued un). 50 ro. Sart. 50.,2, anda " 7 [.
#

der sec.141a. sa Stat $50. ' must be subdtted to the Docu=ptions -Sort

* *p[f'4g'.,4'E',f-
-

r|C ' irJ.ente..ded (42 tJAC.2201(o)). ; Cont:ol Desk. tJ.S. Nuclear Regulatory .
' ,-!
-::U' 4 6, ;',. y ;
;

@| 1 Section 50
.^-

Co=ds sion. Wa sh!ngten. D.C. 20155. . ,'y;* j i a new paragrap.54is amended by adding
e.

.

'. M 6a: l. c$.ej.-jand to the NRC Reh (a) to read as follows:
* * * ? * q I SC.54 Program Bra.nch. ..gion IV'Vendoc g ' ;.g g g .

.

.f . . ,.--.. .- .
. . . . ,

Conctions of Iloenses.
, . . .

(ii) The subdttal of a change'to the. s.: . . e;: ;/...=.
.

* *
... s..- * '

- $***''','*-
...*- *

J
. r ;.y' ; (.)(1) Ea'ch nuclear power plant or fuel Safety Ar.alysis Report quality. .c ': ;#.. &

.~'

assurance program desedpt!on must. *. reprocessing plantlicenses subject to Include all pagea afected by that . .. .a..y j e . : ,.
. .

,

u.sW 4 the quality assuranca cziteria la~

. .

'9 ~
-

M.M.b Append!x B of this part shallIrcple' ment. . forwatding lettirident!!ybg the change.change and must be accomps.nled by a
. . . - -

. . .

..&-Y M-Me.* -

$ /"9
R N Y' M 6 E 'Y.Y-

'' *-

r;% & pursuant to i 50.34(b)(6)(ii) of th!s part, * the reason for the cheage, and the basia N'
the quality suurance prepam described for concleding that the revised. program -%.i .- G-M 4 ;2. -

f'' W. or referenced in the Safety Analysts
1F *. y 9: Ai .;;.5|Wiv;.?cD'N'N Q incorporating the ' change continues to .a

'.'|r,p.g.i Report. includ.5ng changes to that report. . satisfy the criteda of Ap'pendix B of this..- :, ..] !
f (2) Eachlicensee described in

*"

L .. . . ' ~.' yg ljd.W)''''**M.N :
.h.% /M'N Wpart and the Safety Analysis Report , .r-* | ,f 4

.

marsgraph (a)(1) of this section shall, by.
,c

~[quality assurance program
, 'N"' ?une 10.1933, submit,to the app'ro;riate

.

I|commitments previously a, desedption -.

* * * 7-
*

- q O ..w JYJ

,i;' ; ' Appendix D of Part 20 of this chapter the
-

ccepted byNRC Regional Office shown in .

basis for (changes that correct spelling.the NRC the letter need not provide the'
Q,4ff w.9%; ;-. .

%.J fc y. _

. ' ,Y , . . ;vf.; , f,1
.C.

. , current destdption of the qualityo T. J.? - //. .. J ;
. ',.Q . A . ;?f.a . , . 7 assurance program it is implementing

punctuation. or editorialitems).
.

(ill) A copy of the forwarding letter * ' ' , ~ "a
- .

.

for inclusion in the Safety Analysis identifying the changes must.be

.

.,-.c..

;.Q*p. .ii p. $.? .f.$f.b.}.,;|.:.;y.;.
.

. .., ;',t.,fj Report, unless there are no changes to .maintained as a facility reecrd for three

* .,

7 g g, , W. *..

* L;; .. the desceptio.2 prev'iously accepted by years. -
. -

,, ,J. '-. ' ,

'.,. N . NRC. This sub=Jttal must identifychanges made to the quality assurance
program description included or. TO, 4.!9. -

- . -

'

(iv) Char.ges.to the qual!!y assuranos ;ya , . ;., . -
.. .

,

.
'

propam descdption since the r' ;e . .

' M. ,% gn. .49"6'description was subtr.Jued to NRC. referenced in the Safety Analysis Report
, , ' .

. . , * " .'
LShould a licens'ee need additional tirne

shall be regarded as accepted by th's
.

g * ..if , ' -
3eyond June 10.1583 to submit its Commission upon receipt of a letter to ..r- - '"

current quality assurance program
this effect f em the appropdate . . . . * -, .

s + i ''; '

reviev.ng cSce of the Co=~ission or SO'
description to NRC. it shall notify the days after submittal to the Commission.

;,

* / ,, , '- *
-.

eppropr!ste NRC Regional Office in whichever occurs Erst. '' ' . ~
.-

writing explain,why additional time is
.

. .'' ' .* * ** u .
.

. , ' , , . ' .* "* ' '

. ;. . .4 .
.. .. . *

*- * ., . . - *, * .
. * * - , ,.

y.,
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i t. F

.

Ac dingly, the sta
concludes that th applicant's descr tion of the

-j-
QA pr ram is.in compli e with applicabl NRC regulations a industry

j
standar -

and can be impi
nted for the {sp ify) phases of (s cify

-

\., applicatio >

,

j
_ IMPLEMENTATION i.

The fo owing is ini.ende
regardin the NRC staff's to provide guidance to applicants nd licenseesan for using this p Section.

! Except in the
cases in which

method for comp ing with specifie applicant propos an acceptab alternativeportions of the Che method descri d herein will be
i ormance with C ission regulationsed by the staff inission's reg ations,
t

c
ts evaluatio of I,-

! Impleme tion schedulesi

or conformance therein are ontained in the referenced guidesarts of the method iscussed
d NUREGs.(yI

REFERENCES ( Q A. R G d Lin. --

-

10 CFR Part 50, Append ;; 1.

Power Plants and Fuel Reprocessing Plants."B, " Quality Assurance Criteria for Nuclear'

g.
t

:
2. 10 CFR Part! 50, 550.55a, " Codes and Standards."

E so $ a. *
10 CFR Part 50, 550. E(d , Codiftws of W$ Wif-- A"3."

(reporting significant QA deficiencies)."C =diti x; r.1 0;....r.;tien Pe. Jte"
t

i'f
b. 6.1. t; 4. 10 CFR Part

,

50, $50.34(-e-+), " Contents of Application; Technical
i ,

Information" (Pr-'hE ry Safety Analysis QA program description)
'

,

Via.E. v
.

j 5.

10 CFR Part 50, Appendix A, " General Design Criteria for Nuclear
.

Power Plants."
i 6.

Regulatory Guide 1.8, " Personnel Selection and Training" (endorsANSI /ANS 3.1). @. tW es
~

! 7.
Regulatory Guide 1.26, " Quality Group Classification! ,

Nuclear Power Plants."for Water, Steam, and Radioactive Waste Containing Components, and Standards
g14-2.2- of _

*
P:;;ht:r
(0:;igr. =y C !d:

' 2", "^ : lit
.

d C=;tr.;;ix)" ( = y "nur u n Pr;;r n N .ir;.;ents
.

,

der;ee =.2).-
5, 8A

Regulatory Guide 1.29, " Seismic Design Classification " & |NW9.11L.
.

Regulatory Guide 1.30, " Quality Assurance Requirements for the;

Installation, Inspection, and Testing of Instrumentation and Electricg l.5-3.c.1Equipment" (endorses N45.2.4).i4 p I.\-%-*3bte, & M l '*n 3 A a. 2 |( M AMs,a.211. Re latory
uide 1.37, " Quality Assurance Requirements /cais. ;-im)

Power Plants" (endorses N45.2.1).of Fluid Systems and Associated Components of Water-Cooled Nuclearfor Cleaning-

p 1,1- q -+ %
.,

$
'

,

! ,

17.1-26
.

__ _. - - . - . -- ---

Rev. 2 - July 1981
___ -.



__

,- ,

12.

Regulatory Guide 1.38, " Quality Assurance Requirements for Packagi
..

-

Shipping, Receiving, Storage, and Handling of items for Water-Cool d
,

f ng,

Nuclear Power Plants" (endorses N45.2.2). e
y 1,1- % -b 4 313.

Nuclear Power Plants"~ (endorses N45.2.3). g 5 +DRegulatory Guide 1.39, " Housekeeping Requirements for Water-Cooled
14.

Regulatory Guide 1.58, " Qualification of Nuclear Power Plant
Inspection, Examination, and Testing Personnel" (endorses N45 2 6)

. g t,9-g315. ..

Design of Nuclear Power Plants" (endorses N45.2.11). Regulatory Guide 1.64, " Quality Assurance Requirements for thei-
f(31,9-eq --e> q16.

Regulatory Guide 1.74, " Quality Assurance Terms and Definitions"(endorses N45.2.10). g i,9-% +loj i

17. 1

Regulatory Guide 1.88, " Collection, Storage, and Maintenance of
Nuclear Power Plant Quality Assurance Records" (endorses N45 2 9)I

. gl.1 ~iT~ *18. ..

Regulatory Guide 1.94, " Quality Assurance Requirements for Installati
Inspection, and Testing of Structural Concrete and Structural Steelon, i

During'the Construction Phase of Nuclear Power Plants" (endorsesN45.2.5). Q ta -'2B+7% i

Regulatory Guide 1.116, " Quality Assurance Requirements for Install ti
'

19.

Inspection, and Testing of Mechanical Equipment and Systems" (endorsa on, jN45.2.8). y (,q-Wt - e i L es[' ' ;)g ;

1 20.

of Procurement of Items and Services for Nuclear Power Plants" Regulatory Guide 1.123, " Quality Assurance Requirements for Contr l
s

o
(endorses N45.2.13). y L.T-ife + 1 o 5-

21.

Nuclear Power Plants" (endorses N45.2.12). g 14- t(% Regulatory Guide 1.144, " Auditing of Quality Assurance Programs for
,

22.

Audit Personnel for Nuclear Power Plants" (endorses N45 2 23) Regulatory Guide 1.146, " Qualification of Quality Assurance Program
i

. y i.(-ti j j23. ..

Branch Technical Position (BTP) ASB 9.5-1 (attached to SRPSection 9.5.1). h 1.f i
'

|

,

I1
i .

.

;..

. ,
,

-s

!
'

.

17.1-27 Rev. 2 - July 1981
___
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7 . Existing or proposed QA procedures are identified reflecting that
Regulatory Guides listed in subsection VI, Gener Nd g- riterion 1of Appendix A to 10 CFR Part nn 10- art 50, W . _nd each

'
. .

criterionof10CFRPart50,Qpendix ill be met by documentedprocedures. Ir :ddit49, ac ti vii.i o sunducted ur.dcr 10 CP 9:rt 50, M
$50.55'(e) th:11 :enfor- t: t,h: r:;;ir ::rt e+ * QA pr:gr:m.

2B5. A description is provided Rf '

description, particularly t at emphasizes how the docketed QA program
Guides listed in subsection 10 CFR Part 50 regulations and Regulatory

will be properly carried out.k 4 % I'? ,2. 2-t M
% a.y ~ ~

.

. l
.

.C .
. Programmatic provisions to assure proper implementation ,of thet

.QA_ program., , ,

t
-

t
'

-

ep_e \lP- W
92C1.Adescriptionisprovidedofhowm

organization) regularly assesses the scope, s(above or outside the QA
agement

is

compliance of the QA program to 10 CFR Part 50, Appendix B.tatus, adequacy, andThesemeasures should include:

Frequent contact with program status through reports, meetings, '

a.
and/or audits, ''

b.
Performance of an annual assessment preplanned and documented.
Corrective action is identified and tracked. '

t 2. lity-related activities (such as design, procurement
'

inves " -

initiated prior to formal NRC a e
under a QA pr a -. ,ce of the QAprogram are co 6 '

SRP and, accordingly, w1 accordance with this
utrements of 10 CFR Part 50,Appendix B. Ap r ocedures an ' ficient number of trainedpersonn aid be available to implement cable portion'ofa*

program prior to the initiation of the activity.
W r"ma r description is provided on how responsibiof quality r .: 'M ies are tr ontrol'

contractors to the ao rom the principale

w i .3 _Pu out of design andconstru juring preoperational testing an '- ver.

. .



-. ,

J
. .

!

' D.
Provisions to assure adequacy of personnel qualifications

\. .

P 20.
Indoctrination, training, and qualification programs are established- '

such that:
wby Personnel responsible for performing qua r

are instructed as to the purpose, scope,lity-affecting activities *and implementation of
the quality related manuals, instructions, and procedures.

i ?.2 . 2 a. .' (g a t t.t.- g !. bf p
Personnel verifying activities affecting q,uality are trained
and qualified in the principles, te.chniques, and requirements s

of the activity being performed.
'17.2. 2,-4s (g t 7.t.t g

For formal training and qualification programs, documentation
,

i

includes the objective, content of the program, attendees, and | [
date of attendance. ~

n . 2.. w < ( g n .2.. r - gd.
Proficiency tests are given to those personnel performing and
verifying activities affecting quality, and acceptance criteria
are developed to determine if individuals are properly trained

i
!

and qualified,
w+c h as's.a p p9 g e.

Certificate of qualifications clearly delineates (a) the specific-
'

functions personnel are qualified to perform and (b) the criteria/
used to. qualify personnel in each function.

wet M 'tra N%f.

Proficiency of personnel performing and verifying activities

and/or recertifying as determined by management or programaffecting quality is maintained by retraining, reexamining,commitment,
w+t e w ca a eO 2- p W -

' Man 1c( cor.hdi .g 3 g.
The description of the training program provisions listed above
satisfies the regulatory position in Regulatory Guide 1.58. !4L4.54 d m 1 '

'

p%a ,,o w -
,

.

;

I 7,2.2 2.
.

.is implemented at least 9,0 days prior to fuel loading. Provisions are established for assuring the QA program for operationsg7. 3.2i

3.donfirmation_isprovidedtocommittocontinuedimplementation~of'v1. 2/2,

' activities and the preoperational test progran or an accthe PSAR QA program for the remaining design and constructionD g, g. 2. ~)
, ,

alternative is provided. eptable
'

r._ .

. .

-

D

.
.
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1

3. DESIGN CONTROL
t

.
,

A.] Scope. of the QA program for design activities.
,

.
.

- . . . .
.

. ., g . 3, a. , '

g17J. .

is- r 1:
/ The s' cope of the design control program includes design activities
\ associated with the preparation and review of design documents

| *~..~<a
L.6

! yoh (ments and design bases into des'9n oincluding the correct translat1
it a. > a o% O *'S*')
.t 2 .rg e3 m' - regulatory require-**

ign, rocute and procedural7a

documents. Included in the scope are sucn activities as field
design engineering; physics / seismic (stress

| ',} '" $ { M "',85-
) radiation /and the SAS, accident analyses ( as(sociated computer programs;

thermaM hydraulic /t '

L

compatibility of materials accessibility for ins
maintenance / and repairr,/a(nd quality standards / ervice inspection /. ,

, ~ ..
.

.

f
.

F

L
-

,
9 . <

t-

[~ ' The~organiz'ational ~stFuctGe' ictivit'-~and responsitiility"of 1
. . . . - - - . ~ . .

. . . . . . . . . . .
. (y

,the positions ~or groups responsible for, design activities. ~ i

[f . ;. s _

q . .
.

. . . . . . . ,
' - . 38. Organi tional resp ibilities are described fo repai'in review ,ing

. ,,*
.. ,

appro ng, and veri

design, input and criteria, design drawings, design analyses, computerng design documents such as system descriptions,,
,

"

programs, specifications, and procedures.
,

It 2.s.t# + t Pl**' & M -'*-e-r& A r d , AM ','- A e1. 4* fasu * $ Ay-e g , a . @/ ,.4 (n., *et iw
.

,'p4 rum m a. 4 41!h M. A l-

rum www4a - ?] g ps(p,As '

% ~ % p.-/n pp. t.

.

i ,

.

s.. .. ........ _. ..
C. . Provisions to carry out design activities in a planned,

. . . . . _ .

, controlled, and orderly manner. '

l , . . . .

* . *
-. ..

C1.Errorsanddeficienciesinapproveddesigndocuments,iN1uding.
~ '

design methods (such as computer codes), that could adversely affect

and action is taken to assure that all errors and deficiencies arestructures, systems, and components important to safety are documented;. , .

[ corrected.L L M.f.3*i g (t"?'L1 4}
| I. T M2. Deviations f rom specified quality standard [are identified and

'

! bM
procedures are established to ensure their control.

it.c.) mr
, n.sia,( itt.v3) + /*., A .*44

.

% .fy- /7 ',' P |D, 9A ~ w/,,

cr. t 1 * 1 .

#1.414 A- ^ ^) -% -

_ ' '_ r h, - - -- - -- -
-- -

--

ueM
-- - f .__ _ _ _ - - mnen-- --



, .

D. Provisicns for interface control.

f/
I 3D.

Internal and external design interface controls, procedures, and*

lines of communication among participating design organizations and
-

across technical disciplines are established and described for the
review,' approval ( release {/to assure stdistribution/ and revisio fof documents'-
involving design interface'

ructures, systems, and
components are compatible geometrically, functionally, and with |'Pprocesses and environment. '

* .

O.1.1 8' 5"P(g n. 2. ~5 * * )
* *

f

. .

'

.

. '

(~EE*\ documents.f". .". ..-. y oTcheck the tf$riilal . adequacy,of.,desfgnPr~ovisioiii'tFVerif k
i

. . . . - - - -

--
-

,

3E1.Proceduresareestab1hshdanddescribedrequiringadocumented/'( }, check to verify the dimensional accuracy and completeness of design
)

*

drawing and specifications.
O,2~5d''?F g l715- Q -

7 3E2. Procedures are established and describedhquiriD that design*
drawings and specifications be reviewed by the QA organization to
assure that the documents are prepared, reviewed, and approved in
accordance with company procedures and that the documents contain

test requirements, acceptance requirementsthe necessary quality assurance requirements such as inspection andg,g337 3
,r,3 2)

documenting inspection and test results.* , and the extent of - q aheepq ,'
- 'n. : 3 * t. ( * 'n.z. s-O --t>g prx . . . e.+, 4

g 3E3, Guidelines or criter a are established and described for determining_

the method of design verification (design review, alternate
.

calculations, or test). j.

'

i

'.

.

%

.

.

b

F
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.

3E4
Procedures are established and described for design verification
activities which assure the following:f

a, P a.
The verifier is qualified and is not directly responsible for
the design (i.e., neither the ' performer or his immediate super-

=
*

yisor).
In exceptional circumstances, the designer's immediate

''.

supervisor can perform the verifi, cation provided: .;
'

The supervisor is the only technically qualified individual. h(1)
I

(2)
The need is individually documented. and approved in advance
by the supervisor's management. t,

I- .

(3) QA audits cover frequency and effectiveness of use of
,

supervisors as design verifiers to guard against abuse,
f b.

Design verification, if other than by qualification testing ofa
a prototype or lead production unit, is completed prior to ,

release for procurement, manufacturing, construction or to L
,

another organization for use in other design activities. .
'

In
those cases where this timing cannot be met, the design verifi- h

cation may be deferred, providing that the justification for L.

this action is documented and the unverified portion of the
design output document and all design output documents, based
on the unverified data, are appropriately identified and co.n-

-

trolled. Sn;tre:th; :'.t: ::ti"4 ties "aci=+ed uit' e triv 6:i;r :Ma;; st~.'d ,,a prund .;itt.xt ar'''.=tir r==+p M( + " aada+ "e e t': ';te',',eti er. e.'. d ins.e i i . . .; r;'th %\ .

(4 1, nwire eaer ei . 4. A ;16,, .. 4 r; : -M). '

the design verification should be complete prior to fuel loadIn all cases,\

for a plant under' construction, or in the case of. an operating ;

plant, prior to relying upon the component, system, or structure 3

to perform its function.
4.s. a '

f c. Procedural control is established )or design documents that*

reflect the commitments of the SAB.; this control differentiates |

between documents that receive formal design verification by
I

,

-interdisciplinary or multi organizational teams and those which
'' I

can be reviewed by a single individual (a signature and date is.

documents subject to procedural control include, but are notacceptable documentation for personnel certification).Design,

limited to, specifications, calculations, computer programs,
system descriptions, SAR when used as a design document, and

.

7
drawings including flow diagrams, piping and instrument diagrams,'

control logic diagrams, electrical single line diagrams, struc-tural' systems for ma
equipment locations.jor facilities, site arrangements, and

Specialized reviews should be used wh6n
niqueness-or special design considerations warrant.

Q d. The responsibilities of the verifier, the areas and features toi
be verified, the pertinent considerations to'.be verified, and
the extent of documentation are identified in procedur s

M,%.s*nQIT.'s.1>-))
,,m

h..

a s

.
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(7. 2. 3 - 2.)3Ef.Thefollowingprovisionsareincludediftheverificationmethodis/ only by test:

Procedures provide criteria that specify when verification
a.

should be by test.
-

b.
Prototype, component or feature testing is perfomed as early
as possible prior to installation of plant equipment
to the point when the installation would become irrev,ersible,

or prior

d
Verification by test is performed under :onditions that simulate

'

the most adverse design conditions as gegegined by analysis.
/ 3Ef. Procedures are established to assure that verified computer codes

'

are certified for use and that their.use is specified. ;

- n z.3 *se-(p. nt3.z) I
-

g -P

-.

1

-.

,

,

.

.

% Pro [isionstocontroldesignchanges.

.

1. Design and specification changes, including fields changessubject to the same design controls that were applicable to the, are
original design. l.9.t.4. u s g i.1 <,o-ni)

bp/)3F2. The description of the design control provisionsgt':f h:de s not tz dstdictcriteria of Regulatory Guide 1.64. the
pp --* L% Mi h not

,

3 ', qi

3 N
2-S 3

- ,

-

[2. Measuresare[providedtoassurethatresponsibleplantpersonnelare i~

made aware of desigr changes / modifications which may affect the
,

;

performance of their duties.
,

. L
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4.
PROCUREMENT DOCUMENT CONTROL

' A.
-

Provisions which assure that applicable regulatory requirementsI
technical requirements
or referenced in procur,ement documents.and QA program requirements are included

,

.

-4A1. Procedures are established for the review of procurement documents
to determine that quality requirements are correctly stated M nspec-47.24 *
table, and controllableythere are adequate acceptance and rejection76 '# ,

riferia%d procurement documents have been prepared [r{ viewed D$
an@ proved /in accordance with QA program requirements.

:

N, !M.2,9 2:>8

extent necessary, procurement documents should require contractors i

The review and documented concurrence of the adequacy of qualitynd subcontractors to provide an acceptable quality assurance program!
!.

,

reouire
nts stated in procurement documents is performed by?Qndependent

concepts. ersonneltragedandqualjfiedinQApracticesand,

$1.t.**2s m...
= wi e g , . r4 ''k

4A2. ' Procedures are established to assure that procurement documents
identify applicable regulatory (technical,7,u g

administrative (andrt.2dFre)ortin[ requirements; drawings / specifications;/ codes and industrial'

standards;vtest and inspection requirements (and special process
instructions 2 hat must be complied with by suppliers.

(41.14 e ) M.L 4 * 2 a, -s #e.g
(y n.2.v rt 1y7.1.'{ 4 Ep-+ N6, 4 g of %.A. *

. 4.s<. ;
f~.
'
.

|

.

15. Provisions for review and approval of procurement documents.

2 481. Organizatioppi responsibilities are described for (l') procureme'nt0
s

planning; (2") the prep ation, rev'iew, approval
procurement documents;y(3) supplier selection;?(,4) bid evaluations;and control of j

andl(5)reviewandconcurrenceofsupplierQAprogramspriorto
,

initiation of activities affected by the program. 4The involvementof the QA organization is described. *

482. The description of the procurement document control provi ilisted above.r +'r'#c: '

the r s ons
Guide 1.123. Cg a 'g,egulatory position in Regulatoryg .g

1 9,t y /
l.byv-m w) h yj 6 *A Q A g g )

alt'
W9'

f
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r 5.
INSTRU.CTIONS, PROCEDURES, AND DRAWINGS

.

.',

'( ' A.
-

~ . _
Provisions for assuring that activities affecting quality are'-

pr,escribed by and accomplished in accordance with documented
instructions, procedures, or drawings.

- ; -- -.

7 5A.
-

Organizational responsibilities are described for assuring that
. . . -

. . _ _ _ _ _ . . . -
_ . . ..

.

activities affecting quality are (1) prescribed by documented
~

e -

instructions, procedures, and drawings and (2) accomplished through
,

implementation of these documents.
'

n.Q.S">"r(giuc-o)-*~ M.Au 8. %.
_ _ .

, - - --

,
-

'

|
.

7..~. ...:...-.. w .._, .s.
. (B.

criteria in instructions', procedures, and drawings. Provisions for including quan,titative and qualitative accepta _ _ , _., ,
,

. . ... , _ . .',
.

(.. nce
'

-
- - -

. . _ - . . _
.

-

B.
Procedures are established to assure that instructions,#.proceduresy

-

,,.

and drawings 4 nclude
and operating limits)/ quantitative (such as dimensions, tolerances,
acceptance criteria for determining 'that important attivities haveand qualitative (such as workmanship samples)
been satisfactorily accomplished./

l7.258's( r?. M-|) . . .

-'

.

9

.

.-
;

. . .

.

.

9

h
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6. DOCUMENT CONTROL
*

.A.
. Provisions to assure that documents, including changes, are
revi,ewed for adequacy, approved for release by authorized
personnel, and distrWuted and used at the location where theprescribed activity is performed. *

.

6A1. The scope of the document control program is described, and the
types of controlled documents are identified. As a riinimum, controlleddocuments include: - '

( n, >, g, $ A ( .2.Wf
7 a. Desindocumenth(e.g., calculations,

rawingY specificRi'ohg
~

ana yM includi_og_ documents related to compu)ter codgr--t 7.li, t,8/ A,gri.2 6-fjt
*

6
;

vii. .

Procurement documents. L't. 24 d e B( fg M.r.6- Q % " 6

'[ c. . Instructions and proceduresp nt.m c(gn.t.s.ob*rts~~t V W, v & 'p.n . de.1 ,s Sr

oQp

activities afffabricatk
P.

Qstru,,c,} ion?;gfijagign, installation, tesylind inspectiop -

,

-

!
Vi

d. As-built documents.
-

m.t... )77 e.
Qnality assurin band (qiiality control manu'ah and quality-n''

affecting procedure,. ~
'

L- e l'?. 2. f. ti l C.' ' "
- }f. Topical reports.

' g. SAR. n t.4*iE

'2 h. Nonconformance reports.,

7 6A2. Procedures for the revied approvaT( and issjuance/of documents and
. changes thereto/are established and qinuu;riptBeC> to assure technical*

adequacy and inciusion of appropriate 4 uality requirements prior to
, , .

implementation'. The-QA organization, or an ' ' '

the person who generated the document bu/ Q other than
.ua1 Hied

assurance, reviews and concurs with these documents withrt quality
..

Iregards to QA related aspects.
O 1.. t. S t. p, (g n.M-s ') -+ Pro < . tr44, ,!.

'

A3. Procedures are established to assure that changes to docum
reviewed and approved by the same organizations that performed theents are
initial review and approval or by other. qualified responsible
organizations delegated by the applicant.,

''l.24 t'l-C g M. A.f,-L)
"2 6A4. Procedures are established to assure that docum

the location where the activity will be performed' prior to commen ients are'available at.
,

the work. c ng

#

.

# *

1

-___._u - _ _ _ . __
-

r- %



I. .

l

\

\3.
Provisions to prevent the inadvertent use of obsolete or i'

superseded documents.
. . . ._

.

6B1. Procedures are established and described to assure that obsolete
l

superseded documents are removed and r,eplaced by applicable revisionsor
in work areas in a timely manner. d

L'7.2,d , e. 2. 8 ( n.7.te-I)L7. 2. I, 4 '2.E

9 6B2. A master list or equivalent document control system is establishedrt.'2 a) :

to identify the current revision of instructions,
'

specifications, drawings, and procurement documents., procedures, ;

list is used, it shouhi be updated and distributed to predeterminedWhen such a '

responsible personnel.
jrl. 2. c a z. e ( 17 2.. L - D 4Apt: tr., Q Q F

i - h b t d.e- 9 r- M h tt- W
a.+J 3

i'
.

.

;.
t

,-.

!

~

s

) *

7 6C1. Procedures are established and descri*
of as-built drawings and relat to provide for the preparation
accurately reflect the actual plant design.oocumentation in a timely manner to

17.2.6 * Z G ( g 7.z.6-s)
!

e !

l
. .

- |

|
2

- ~ ~' ntinance, modification and inspection procedures are reviewed by
M,3,6 M2. Mai

qualified personnel knowledgeable in QA disciplines (normally the QA7 organization) to determine: i

) . !

The need for inspection, identification of inspection personnel,
a.

and documentation of inspection results. ,
*.

'

- That the necessary inspection requirements, methods, andb.

acceptance criteria have been identified.
i

,
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7. CONTROL OF PURCHASED MATERIAL, EQUIPMENT, AND SERVICES |
i

'

A. Provisions for the control of purchased material, equipment,,

and services; for selection of suppliers; and for assessing the
adequacy of quality. ;

, . _ -

T
7A1. Organizational responsibilities are described for the control of*4

purchased material, equipment, and services including interfaces
between design, procurement, and QA organizations.

\/A2. Verification of suppliers' activities during fabrication, inspection
testing, and shipment of materials, equipment, and components is

!
-,

planned and performed with QA organization participation in accordancet 7. 2 n. 7, A
with written procedures to assure conformance to the purchase order j

Q W.za 3 }(6requirements.t
These procedures, as applicable to the method of p

procurement, provide for: f
'

Specifying the characteristics or processes to be witnessed,/
a.

,

inspected 4 r verified rand accepted (the method of surveillance j

and the extent of documentation required; and those responsiblefor implementing these proceduress
b.

Audits (surveillanc[or inspections which assure that the
supplier complies with the quality requirements.

~

7 7A3. Selection o hentdadf1u
If an LCVIP letter

- *

of confirmation or the "CASPMegister is used to establish the
qualifications of the supplier, the documentation should identify-

the " letter" or " audit" used.
? 7A4. Procurement of spare or replacement parts ~for htructures, systems.

> Jet - re. idea9
*

and components 'g :rt:r,t t:
controls, to csdes and standar.ds. d nd to technical _tequirementsn ';tj is subject to present OA program,

-

equal _to.or_better..than..the. otiginal..tec_hnica_1_ reguj_rements , %r asrequired to p'reclude repetition of defects!r 1 ,. ,9 g,
{

7 ,

~ .

'
.

.

a

e. ,

!'
:

I

.



_ _ . _ . _ _ __ _

:. i

.

l

i B.
'

Provisions to assure that documented evidence of the conformance\
of material and equipment to procurement requirements is available-

at the plant site prior to installation or use..

.

*

.

aA VEGf
7B1. Receiving inspecti,on is performed to assure:

' d. The material i
~

,

component, or equipment is properly identified !

and correspon,ds to the identification on,the purchase document{and the receivifig docua~entation. .

!Ir.Ea.3 A( g h.a.r-2)'bd.
Material, components, equipment, and acceptance records satisfy.

the inspection instructions (prio'r to installation or use

Specified inspection, test and other records, (such asn.2a.3 e e c.cn n.2 ,-tj
.J'

certificates of conformance attesting that the material, com- :

ponents, and equipment conform to specified requirements) are |

available at the nuclear power plant prior to installation or !use. '

( 7B2. Items accepted (grW m 'brf M.2.7 3 6 g M-s).

st'atus prior to forwarding them to a controlled storage area oralds eleased are identified as to their inspection
,

releasing them for installation or further work.
n.2.-) 3 c [g n > 7 z}/^

7 7B3. The supplier furnishes the following records to the purchaser:.
,

, ..-

'

'

Documentation that identifies the purchased item and the
a. .

specific procurement requirements (e.g. , codes , standardr, andspecifications) met by the item.
b.

Documentation identifying any procurement requirements thathave not been met. 1

j
i

A description of those nonconformances.from the procurement
c.

requirements dispositioned " accept as is" or " repair." ,

,j
the purchaser's QA program.The review and acceptance of these documents should be desc$-ibed in

7-7B4.Forcommercial"off-theshelf"itemswherespecificqualityassurance
practicable manner, soecial quality verification requirements shallcontrols appropriate for nuclear applications cannot be imposed in a

,

be established and%cribe3 to provide the necessary assurance ofan acceptable item by the purchaser.
Pl.'L'7. '3 *L ( g l'1,%C-3)

-

.

7 7B5. Suppliers' certificates of conformance are periodically evaluated by*

and the F Q cDmented) audits, independent inspections, or tests to assure they are valid
''I.'4.'7'l Q G.~2'l-t) .

.

|~r. ,4
. The description of the control of procurement provisions listedg@ .aboveW :t#:'":: n

and R ulatory Guide 1.123.the regulatory position in Regulatory Guide 1.38
%

;'

i , 3, g.3 ( , g. p ,c., g4
don nof w k. h e+ $ j '. w - %-- ~1aa&p .m~,

.
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i

, 8.
IDENTIFICATION AND CONTROL OF MATERIALS, PARTS, AND COMPONENTS-

-k A.
Provisions to identify and control materials, parts, andcomponents.

7.BA. Controls are established and described to identify and control .J_ . . .*

materials (including consumables), parts, and components including.
!

partially fabricatori I

organizational responsibilities.onhattemblies_2 The description should include~

!?.z.T8-z(gitz.5l)
P7. t. * * 4 (g n } -bh F6 d ,

.

t

f
'

'
..

t

t
. _ .

- , _ -. . -.-.- - . . .B.
Provisions to assure that incorrect or. defective items are not

.

I.

. ;
,

. !

,-

V TBl. Procedures are established which assure that identification is, ' '

maintained either on the item or on records traceable to the item, to
.

' ,

preclude use of incorrect
brdefectiveitems.g - A M .54 2. , b 2.? "'3 A- Q rt.2..t- }

i1.'2-:euz
8B2. Identification of. p-~ials and parts important to the function of Sdr%re&htmater

structures, systems, and components #-
:rt=t t; afW can be

traced to the appropriate documentation such as drawings, specifica-
tions, purchase orders, manufacturing and inspection documents,
devi'ation reports, and physical and c)) mical mill test reports.mp 'h

7 883. Correct identification of material, part , and components'is verifiedn t 9 % ( g (1 2.E i)j

-

and documented prior to release for f abrication, assembling, shipping,-
g !:

and installation.
;

'

s .

.

- I

-. - _ -. .
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9.
CONTROL OF SPECIAL PROCESSES

(- A.
Provisions to assure the acceptability of special processes

.

chemical cleaning.such as welding, heat treating, nondestructive testing, and
,

, . . . _ _ -

g r?,2,7 di Q h.7.t-8) ' f

Al. The criteria for determini g those processes that are controlled as
'

special processes are cri (

As complete a listing as possible-

of special processes, Wh ch are generally those processes where |
...

direct inspection is impossible or disadvantageous, should be j
provided.

cleaning. Some examples are welding, heat treating, NDT, and chemical ,'-

#7. 7 Td 8 % M ti-1)
7 9A2. Organizational responsibilities including those for the QA organization

| !
'

are described for qualification of special processes, equipment, andpersonnel, h ,2. 9 44 (g n,t.g.i M g A,

l-
c

.
!
.

l'*

!

'~
. i

t

B.
Provisions to assure that special processes are performed by
qualified personne) using qualified procedures and equipment. '

~

/ 9Bl. Procedures / % ip ;nt
.

, and personnel associated with special processe
are(jualified- nd are in conformance with applicable codes, standards, b-,)' '
QA procedures, and specifications. The QA organization is' involve
in the qualification activities to assure they are satisfactorily bjhhIperformed. n 4

5*-QM
2 9B2. Pro.cedures are established for recording evidence of acceptable l>*

accomplishment of special processes using qualified procedures, *

equipment, and personnel.

9B3. Qualification records of procedures ([hquipmi3 , and personnel
associated with special processes are established, filed, and leptcurrent. 2 {,_

s -

.. - i

.- - _ ._; j

{- - ~ |

x _. . .
( _
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10. INSPECTION

('- A.
Provisions for the inspection of activities affecting quality,
including the items and activities to be covered.

.

.

'M Y ^ A*

10Ag.Thescopeoftheinspectionprogramisdescribedthatindicatesan.. l}giU.io-)'
*

effective inspection program ha.

ee established. , Program procedure
provide criteria for determining the accuracy requirements of inspec-{) '7ion equipment and criteria for determining when inspections areM sa
equired or define how and when inspections are performed.% ". (r. z.to

ie'*-
* organization participates in the above functions. The Q -c

- 11,s.w 8 5-
. -- 4 di 1W

- 'e}d:'.
;

.

4

i'

[. 5

.B'.[' Organizii.ional~ responsibilities' and qualif'~ cations established
~

~~
~'

( i
for individuals or groups performing inspections.

.

,

%:

388-j13

] n.suo* 5
10Bl. Organizational responsibilities for inspection are described.' % u(y w(. \

Individuals performing inspections are other than those who performe11b[$ ;

or directly supervised the activity being inspected and do not
report directly to the immediate supervisors who are responsible forhe activity being inspected. If the individuals performing inspec

-

tions are not part of the QA organization, the inspection procedures
~

personnel qualification criteria, and independence from undue pressure
such as cost and schedule should be reviewed and found acceptable by.

7
the QA organization prior to the initiation of the activity. j',,

N 1 082. A qualification program for inspectors (including NDT personnel) isp established and documented, and the qualifications and certificationsof inspectors are kept current,
' '

, ru./ 4. h A t.
y k M. L lo e s

b R e- l. S $
O , "L. . t o * Jr. , .

te C5,l. 3 M AM da

% M ttra- t. t !

dia. % -d u./ !
.

46 : |

!

r' '
.

. .

. - . . . t , - , ..-w , .-
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:

-(L.
' C. Prerequisites to be provided in the written inspection procedures

with provisions for documenting and evaluating inspectionresults.s_

-

..
,

1. Inspection procedures instructi s, c'r checklists provide for thefollowing: 'M''* *3 bQ l'' *- " -'
(4.

Identification of characteristics and activities to be inspected (.50a n.2.so-t y1l'7. A lo f SA

A.-

A description of.the method of inspection. 17.L104ts.

Identification of the individuals or groups responsible foA.

performing the inspection operation in accordance with the g),2,,, , nc
provisions of item 10Bl.

#. Acceptance and rejection criteria. ( 7 .1. t o * 3 b
- .;

d
.

/ Identification of required procedures, drawings and specificationsand reviainne.-

17. 2.ro d'5 E .

. g ., . ,

d e

Recording inspector or data recorder and the results of theinspection operation. 87. h t 0% c f F-

r
.

Specifying necessary measuring and test equipment including,n
accuracy requirements.11. z. lo * f

^

\
DOC 2. Procedures are established and described to identify, in pertinent -

documents, mandatory inspection hold points beyond which work may
not proceed until inspected by a designated inspector. 8%E.to *G

AC3. Inspection results are documented, evaluated and their acceptability
determined by a responsible individual or group. 11.t.tosgc/ r7.2.t o-4 )

I'l 1 lo * r g ti t.co- ( 2.}
,

|j,g,go$$'~2.
' When inspections associated with normal operations of the plant

h- (such as routine maintenance, surveillance, and tests) are performed
'

.by individuals other than those who performed or -directly ' supervised'% ~

the work, but are within the same group, the following controls aremet:N

The quality of the work can be demonstrated through a functional
a.

/

test when the activity involves breaching a pressure retainingd
item,

b.
The qualification criteria _ for inspection personnel are reviewed
and found acceptable by the QA organization prior to initiatingthe inspection.p

.

.
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11. TEST CONTROL,

' '
A.

Provisions for tests which assure that structures," systems, and
components will perform satisfactorily in service.

, .

11A1. The description of the scope of the test control program indicates
i.

1

4/d
an effective test program has been established for tests including _!

.

roof tests prior to. installation and preoperational tests. ;

Program
procedures provide criteria.for determining the accuracy requirements !

of test equipment and criteria for determining when a test is required
i

P |
4

or how and when testing activities are performed. *

- -- -. .-
. . . . . .

__ _

. . :. .- -
.

. . . . . . - . . -

" B '. Prerequisites to be provided ir$ written test procedures with
. .

provisions for documenting and evaluating test results. .

,

|
.

.

11Bl. Test procedures or instructions provide as required for the fol'%ing:17.t.Il " I k t?.a.n.;T,

>

/I The requirements and acceptance limits contained in applicable
'

design and procurement documents. W a., el # tA ti a. . it - i )
g. Instructions for performing the test. I 7.2.. ll-*i B

Ik
. [c. Test prerequisites such as calibrated instruNnIStih, ade'quate

estequipmentandinstrumentationincludirzgJhe|
g

requirements, completeness of item to be t,Wite,d,g accuracy
*

guitable and'7..u+#cs- controlled environmental conditions, and provisions for data
,

collection and storager m. me=ict.

/d.
Mandatory inspection hold points . for witness by owner, contractor,
or inspector (as required).17.2..is d c,;i

>

i v1f. Acceptance and. rejection criteria, s7.2..n.d c r,.i

| d. Methods of documenting or recording test data and results. 7.2:: w icq
(g.

Provisionsforassuringtestpreregg.i.,siteshavebeenmet. '

o. ns
.

\-

.

'

"C.
'

Personnel qualification programs established for test personnel.

.

1C1. Test results are documented, evaluated, and their acceptability
determined by a responsible individual or group. ,

1.

. w ta.5$ W /m f.1 5 '|
. a p as3 |

. . = - - -. . - . - . . - - u. .-.
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R.
CONTF.0L OF MEASUR2NG AND TEST EQUIPMENT

Provisions to assure that tools, gages instruments, and other
', measuring and testing devices are prope,rly identified, controlled,

calibrated, and adjusted at specified intervals.(,
, -

t,I2.1Thescopeoftheprogramforthecontrolofmeasuringandtest7

, u \are established. equipment is described and the types'of equipment to be controlled.. 42
, ,) This information indicates an effective calibration$ g,

program has been established.

/2.2 Q(A and othe(r$n.a.o.a)rganizati6n'p d Mo-o Ga . la 4 (p' n.a.o-3}
f n. a. it* q r

s responsibilities are described for
establishing, impleme.pting, gnd assuring effectiveness of the
calibration program..

,P
12.3 Procedures are established and described for calibration (technique /

and frequency)f maintenance.gend cont'rol of the measuring and test
_ DD #AA equipment (instrumentsstools( gages / fixtures deference and transferQGMl standards and nondestructive test equipment /] that is used in they

measurement, inspection, and monitoring of rtructures, systems, and
components. The review and documented concurrence of these procedur
is described and the organization responsible for these functions is 2identified. *

.

d.4 Heasuring and test equipment is identified and traceable to the
calibration test data. 17. 2. iz, * s.s Q 17. z J2.. Q

g 712.5 Measuring and test equipment is labeled or tagged or "otherwise '

\ controlled" to indicate due date of the next calibration. The
-i

method of "oth se contr should be descr
17.E. i 2.*2.g+0.2.n.-7 + +. m y ~ibed. ~'

12. Measuring and test equipment is, calibrated at specified intervals
,-

,

'. W.2.t z 6 2 C- basedontherequiredaccuracy,purposeTdegreeofusageTstability(Q M A'''g haracteristics/and other conditions affecting the measurement./
alibration of this equipment should be against standards that have

iv.t, 2,*3 an accuracy of at least four times the required accuracy of the .

g n , t.r2.-2 ) quipment being calibrated or, when this is not possible, have an
accuracy that assures the equipment being calibrated will be within
required tolerance and that the basis of acceptance is documented 7

iand authorized by responsible management. The management authoriz d 3 '
-

to perform this' function is identified.

12.7 Calibrating standards have greater accuracy than standards being/. n, g ,,7 g

Q i7. 2. iz,-2. ) "\ calibrated. Calibrating standards with the same accuracy may be
used if it can be shown to be adequate for the requirements and th Af
basis of acceptance is documented and authorized by responsible
management. The management authorized to perform this function is
identified. '

2
'-M12.ip8 2F '12.8 Reference and transfer standards are traceable to nationally recognized
[g g st.nzn) standards; where national standards do not exist, provisions are

g,g stablished to' document the basis for calibration. w/' r4c

j,
_

n. x.. o z. z, P
( p 12.9 Heasures are taken and documented to determine the ' valid 1 ;

m

previous inspections performed and the acceptability of items inspected.

I"?,t.#2,* 2 E or tested since the last calibration wh :n measuring and test equipment
gl7Al 2.-d is found to be out of calibration. Inspections or tests are repeat

on items determined to be suspect.
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13. HANDLING, STORAGE, AND SHIPPING

[-
,

Provisions to control handling, storage, shipping, cleaning, and- k
preservation of items in accordance with work and inspection instruc-
tions to prevent damage, loss, and deterioration by environmental
conditions such as temperature or humidity.

,
-

.

? .

13.1 Special handling, preservation, storage, cleaning, packaging, and'

shipping requirements are established and accomplished by. suitably
7 trair.ed individuals in accordance with predetermined work and' inspection instructions.

' '.: 2.. 4 * 7 * T ( ex i7. 2.2 -3 )cle-t<.~% >3t,1X :

73.2Proceduresareestablishedanddescribedtocontrol
;

he cleaning,
handling, storage, packaging,.and shipping of materials, components, !

4

and systems in accordance with design and procurement requirements
~

to preclude damage, , loss, or deterioration by environmental conditions e

',
.such as temperature or humidity. V1.2.13%(g112'5'I) 11.2.G d b- "tdsurvil k #.s 9 ef 17. w % A ic "pg

3.3 The description of the control of handling, storage, and shipping
, }

" w.
listed above at':'# :
Guide 1.38. the regulatory position in Regulatoryg, g | 11 3y ( g 1,q.3f,-wv2.) 24

,

-

M u4 A; -

~. c"Po~, / *

W W~ A ,

as3,m

|1,a.3-*

. p 2. Provisions are described' for the storage of chemicals, reagents
(including control of shelf life), lubricants, and other consumablematerials.

17. Z. t 3 * s ( Q 87.7 M -1) .

.
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14. INSPECTION, TEST, AND OPERATING STATUS

Provisions to indicate the inspection, test, and operating status of V,

items to prevent inadvertent use or bypassing of inspection and tests.

Il4.1Proceouresareestablishedtoindicatetheinspection, test,and
5

operating status of structuies, systems, and components throughout
fabrication, installation, and @ ( 17.L W C-- Q O' A"f'h'>

2 14.2 Procedures are established and d o control the application' and removal of inspection and weldin m s and status indicators
such as tags, markings, labels, an l~?, A,14 A D 2 * I'f ' h

r % .y
-

f 14.3 Procedures are established an
,-

-

scrib to contro ,
ope a; g thetg-sequencef of required tests, inspec ions, and othe

1ons ,i;;:-t:nt te : Mety. Such actions should be subject to the same
g

controls as the original review and approval.'[ M.214 f3 (g 172 N-(}?
, 14.4 The status of nonconforming, inoperative, or malfunctioning

structures, systems, and components is documented and identified to(, prevent inadvertent use.
function is identified. The.Ju ganization-reQle for this t

-
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15.
HONCONFORMING MATERIALS, PARTS, OR COMPONENTS

*

( Provisions to control the use or disposition of nonconformingmaterials, parts, or components.
_

h
n. .sSD(f t 0 3 * ** *)

tablished and d/ew
~ N' 15,1 Procedures are

scri d for identification,. n.9.f rAdocumentation, se egation, rev , disposition, and notifica[ ion to
@ d'h' y,Q affected organizations of nonconforming materials, parts, components

\ %13

and as applicable to services Qncluding computer codes)Tjf disposi-tion is other than to scrap. The procedures proviae ioentificati
of authorized individuals f6r independent review of nonconformances
including disposition and closeout. k 7 '

[15.2 QA and other organizational responsibilities are described for the
|definition and implementation of activities related to nonconformance.

control. This includes identifying those individuals or groups with,

authority for the disposition of nonconforming items.
' m i,; .

( 15.3 Documentation identifies the nonconforming item; describes the
nonconformance, the disposition of the nonconformance, and the

,

'V
inspection requirements; and includes signature approval of the k '''
disposition. Nonconformances are corrected or resolved prior to t
initiation of the preoperational test program on the item. p

,

,/ _ 15.4 Reworked, repaired, and replacement items are inspected and tested~

in accordance with the original inspection and test requirements or 17,2.#5 E
acceptable alternatives. q ,g.

-

3 15.5 Nonconformance reports are periodically analyzed by the\

oroanization to show quality trends, and the significant results are*
I

reported to ulipEr management for review and assessment.
. . \~1.3. IS~G ( [r1,2,rg.s \ .

k' ; J '
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16. CORRECTIVE ACTION - "

l

i

Provisions to assure that conditions adverse to quality are promptly\~
identified and corrected and that measures are taken to preclude
repetition.

.
---

--

1 1. 3 Is ti
16.1 Procedures are established and described indicating an effectiV4t (n gu,,s.g/ .

,

corrective action program has been established. The QA organizati
reviews and documents concurrence with the procedures. ,2

16.2 Corrective action is-documented and initiated following thef
I-), :r. g a f / determination of a condition adverse to quality (such as a noncon- |

'

;(' i zg ,g, formance, failure, malfunction, deficiency, deviation, and defective ;
, aterial and equipment) to preclude recurrence. The QA organization

!

'

p it involved in the documented concurrence of the adequacy of the
--

'

s corrective action. '

T
16.3. Followup action is taken by the _QA organizatiBn to verify proper |-

.

;implementation of corrective action and to close out the corrective'
action in a timely manner. 87,4/C*3f Ip it A''* O j

- ,.

i

16.4 Significant conditions adverse to quality, the cause of the conditions, I
and the corrective action taken to preclude repetition are, documented'AS #3
and reported to immediate management and upper levels of management

%86-#)forreviewandassessment..,

_ _ __
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17. QUALITY ASSURANCE RECORDS
,

( Provisions for the identification, retention, retrieval, and
maintenance of records that furnish evidence of activities affecting
quality.

- -

. .

,

"

.1 The scope of the records program is described./
results of reviews / inspections [ tests / audits-[QA records include
monitoring of work performance / qualification of personne1[al analyses;/ procedures ,t/

and materi

and equipment /and ot_her documentation such as drawings / specifica-
tions/ procurement docu ents/ calibration procedures and reports;/
nonconformance reports

vb@-M @ " A" ec';:RA.eRand corrective action reports / l 1.2411*l(gns.'7-t} '
17.2 QA and other organizations are identified and their responsibilities |are oescribed for the definition an implementation of activities

.related to QA records. l'I. 3. 8 / % 0.2 .i H )
-

i

g 17.3. Inspection and test records contain the following where applicable: '

Q . G.1.to9 % (y n11.so-t),
d. ,

A description of the type of observation.N 7,4 n,2.,,t ** a.Mg n.a.u-a.)
4

d. The date and results of the inspection or test (.Q n.2.o**s v(qn.>.to-u)n.s. i#s o n.2. u-g

Information related to Conditions adverse to quality.(b~fC.
,,

[ Td. Inspectorordatarecorderidentification.( MM|d.
,

Evidence as to the acceptability of the results./kt 17.S.ii *s.cg n,2,,.
17' L. t o * S fr[p.17.2m -v6. g.

it.e

{f. Action taken to resolve any discrepancies noted./ b -
,

\
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4 Suitable facilities for the storage of records are described and$N satisfy the regulatory position given in Regulatory Guide 1.88
(endorses N45.2.9). Alternatives to the fire protection rated,

'

provisions are acceptable if records storage facilities conform to
NFPA No. 232 Class 1 for permanent-type records and that the 2-hour*

fire rating requirement contained in the proposed N45.2.9 standard
is met by applicants in any one of the following three ways. Specifi-
cally, (1) a 2-hour vault meeting NFPA No. 232; (2) 2-hour rated,

file containers meeting NFPA No. 232 (Class 8); or (3) a 2-hour
rated fire resistant file room meeting NFPA No. 232 f f the following
additional provisions are provided. W. :t, r7 # 3 n.s.n-i) - M A u_.e Ls.e 263
1. Early warning fire detection and automat c fire suppression

should be provided, with electronic supervision at a constantly
attended central station.

2. Records should be stored in fully enclosed metal cabinets.
Records should not be permitted on open steel shelving. No'

storage of records should be permitted on the floor of the
facility. Adequate access and aisle ways should be maintained

.

at all times throughout the facility.

3. Work not directly associated with records storage or retrieval.

-

should be prohibited within the records storage facility.*

Examples of such prohibited activities include but are not'
/

'

limited to: records reproduction, film developing, and' '

fabrication of microfiche cards. '

4. Smoking and eating / drinking should be prohibited throughout the
records storage facility.

5. Ventilation, temperature, and humidity control equipment should
be protected inside with standard fire-door dampers where they
penetrate fire barriers bounding the storage facility.

17.5 The description of the control of records provisions listed above
5 2' 4 "'%c ythe reg atory position of Regulatory Guide 1.88.bd ''E

h1.8%g1.M6-) SS
,

i * P-SMo' Ap

.
.

7'

'2. QA records include operating logs, maintenance and modification'

procedures, and related inspection resultsfreportable occurrences,v
and other records required by Technical Specifications.

n, z. n 6 (g n.2..h-l)
,

: .

(
.

.

. g -~ - , ,r ---- ,,---,v , , . , - -,---c ,r,--- , , . -



' N

I '
/

.

-
x ,x .

'<c,

[
- L7, tw f-._.

4
-

g V n
'

.

9

% %

g

gba52 t6st'w9 A A ~tu^6 &
,m. WY f

~

jwM :oa e
pec.d. k 4 tu c, &s n

,

|
-

bh5 h
"/ g g wt Agyam

g M l

i

(



_

ie

18. AUDITS
'

(
g A. Provisions for audits to verify compliance with all aspects of

the QA program and to determine the effectiveness of the QA
program.__

_

.
-

A1. Audits to assure that procedures and activities comply with the
~

overall QA program are performed by:

4. The QA organization to provide a comprehensive independent

verification and evaluatitn of quality-}related procedures andactivities. L7. 2. is a i 3 *o 5 (g #7.2.. gg , i

!b. The. applicant (and principal contractors) to verify and evaluate
the QA programs, procedures, and activities of suppliers. 87.1.t 433

An audit plan is prepared identifying audits to be performed, their% #7 a.G-a )8A2
'M*W'/A frequencies, and schedules. Audits should be regularly scheduled

gg o.2,i1 based upon the status and safety importance of the activities being D DN
performed and are initiated early enough to assure effective QA 2,ig.during design, procurement, manufacturing, construction, installation
inspection, and testing.

I8A3

N ** ysd. Audits include an objective evaluation of quality related practices, procedures, instructions; activities and items; and review of documents17.2 4 *s
(" nd records to ensure that the QA program is effective and properly\ 1 plemented.

- -

. P..- p18A4. Provisions are establisnee requiring that audits be performee in ai (1.2 at *,Al"2. 4 *

areas where the requirements of Appendix B to 10 CFR Part 50 are 1 7. 2 .18 - 0 ,t

3 q applicable. Areas which are often neglected but should be included
y 03 are activities associated with:

, i O.2 5.1 # 2 |3. Th. rin t ormi n m + 4e ef ;ite fc;tu n Ate Pfr+-p1=n+ < a f e ty)6 9 (.c.g., ce.c m oi41 i ng , ;i te-end--fotmdati on p i c p a r & tion r.-and
,

'

7 3 methodelegy). ( ? S AR -- c 61y ) .
N/.A, I

u # 1 b it e p. epa. a u vo , .c. c., opg c,el, cr.d certre' M =ar Y', 9
@[ -procure nte. (F5AR vola). b

10 -* 7 !

y c/ Indoctrination and training programs.17.t.f.i .eq i
$ 3 f'.z n

g ,. Interface control among the applicant and the principe[ , , 3 ,,

contractors. , . ,
17.2 #6s*3 7. g. 4. it 2.1 M3 g, g ;. 7.. gpa 2. n.2.lf- A I

,
.

6#7- (e/ Correcti acti calibration and nonconforman( control
(14 . systems. n.zaz,q (pgi,#2 2) j

,*3 .

'7 4 p
-

,f. SAR and SSAR commitments. :if - _

(,

'

g/ Activities associated with computer codes. I'7 2..is #3 L (g I?.2.itr-.5)
~
t

s

.

I
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.: . .
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B.
Responsibilities and procedures for auditing, documenting and )

reviewing audit results, and designating management levels to 1

'

review and assess audit results.
.

'

1. Audit data are analyzed by the QA organization and the resulting |M ll.3 1 reports indicating any quality problems and the effectiveness of the(
d 'LgQ7.2.#-37eported to management for review and assessment.87.E l-O QA program, including the need for .raaudit of deficient areactare

218B2. Audits are performed in accordance with p_re established written '7# M *^
*

procedures or checklists and conducted " train b ersonnel having g "'nodirectresponsibilitiesintheareasbei tedited. g;g,$.,11.t |% F58. %" % -tr_ m I
883. The description of the conduct of audit provisions ::ti:fi::g

,

theU regulatory position in Regulatory Guides 1.144 and 1.146.
!

| .9. ( 44 c L l . I % 'AuA.- MAm !
,

[Pbc:644 tonr..iz.3 C.
#

' '

g a e.s. c e = - - M n
~&B 3

.

1

(
3

4 ,

p. Audits (item 18) add a part C: " Provisions for the audit of operatirig
~

*

( activities i.Tscrter' te ''fety independent of the operating
hhk reCdetorganization."j -

;

-
8

Where the "onsite" QA organization does not report to the "offsite".

organization: * R te
'

The "offsite" QA organization conducts audits sufficient toa.

verify adequacy of activities' conducted by the "onsite" QA
organization,

b. The "offsite" QA organization reviews and concurs in the schedule
and scope of audits performed by the "onsite" QA organization.

Results of audits performed by the "onsite" QA organization arec.
provided to, the "offsite" QA organization for review and
assessment.

_

0
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