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1.0 INTRODUCTION

1.1 BACKGROUND

DOE and its contractors are currently involved in performing

laboratory and field investigations (site characterization

e Y

activities).involving various technical disciplines such as
geology, hydrology, seismology, geophysics, geochemistry, and
rock mechanics - all of which are generally considered part of
geotechnical studies and/or investigations. Data being
gathered and analyzed under these activities will be used by
DOE to support a license appiication to NRC for the
construction and operation of geological repositories to be
used for permanent diéposa] of high-level nuclear-wastes. NR&
concerns regarding‘public health and safety havé been
established in %p% regqlatopy,requirements (10 CFR 60) for
nuclear waste repositories. As part of the regulatory
requirements, a quality assurance (QA) program must be
implemented by DOE for site characterization activities.
Therefore, an HRC review plan is necessary to establish the

acceptance criteria used in reviewing the DOE QA program.



1.2

REGULATORY FRAMEWORK

The NRC has established regulatory requirements for nuclear
waste repositories in 10 CFR Part 60. This includes
requirements in both the procedural and technical rules.

-——

1.2.1 PROCEDURAL RULE, 10 CFR 60

The procedural rule identifies when DOE will submit
information on quality assurance to the NRC, and what
NRC QA activities would be permitted during site

characterization. These requirements are as follows:

Site Charactarization Report

60.11§_§iii:. proyisions to control any adverse,
safety-related effects from site characterization,

including appropriaté quality assurance programs.

-60.11a 7: a description of the quality assurance

program to be applied to data collection.

60.11g: During site characterization...NRC starf

shall be permitted to visit and inspect the site and
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observe excavations, borings, and in-situ tests as

they are done.
1.2.2 TECHNICAL RULE, 10 CFR 60

The technical rule identifies the scope,

-~

applicability, and implementation of a QA program for
nuclear waste repositories in Subpart G of 10 CFR 60.

These requirements are as follows:

SUBPART G - QUALITY ASSURANCE

§ 69.150 Scope.

As used in!;Qis part, ,quality assurance"” comprises all
those planned and systematic actions necessary to provide
acaquata confidence that the geologic repository and its
subsystems or ccmponents will perform satisfactorily in
service. Quality assurance inciudes quality control,
which comprises those quaiity assurance actions related to
the physical characteristics of a material, structure,
component, or system which nrovice a means to control the
quality of the material, structure, component, or system

ty predetermined requirements,



§ 60.151 Applicability,

The quality assurance program applies to all systems,
structures and components 1mportant to sarety to design
and characterization of barriers required to sat1sfy the
performance cbjectives for the period arter perwanent
closure, and to activities which would Prevent or mitigate
events that could cause an undue risk to the health and
safety of the public. These activities include: sita
characterization, facility and equipment construction,
facility operation, performance confirmation, permanent
closure, and decontaminotion and dismantling of surfacé

facilities.

§ 60.152 Implementation,
r: . '
DOE shall implement a quality assurance pgoram based on
the criteria of Appendix B of 10 CFR Part 50 as

applicable, and appropriately supplemented by additionail
criteria as required by § 60.151.

QA programs for site characterization activities should be
based on Appendix B of 10 CFR Part s, "Quality Assurance
Criteria for Muclear Power Plants and Fuel Reprocessing

Plants". Other documents which May provide additiong] guiiance




for repository siting and design activities are (1) ANSI/ASME
NQA-1-1979, "Quality Assurance Program Requirements for Nuclear
Power Plants," ANSI/ASME N45.2.20-1979, "Supplementary Quality
Assurance Requirement for Subsurface Investigations for Nuclear
Power Plants," and (3) Chapter 17 of NUREG-OSOO, “Standard
Review Plan." In addition, U. S. NRC Rgulatory Guidgq&.l?,
"Standard Format and Content of Site Charactarizapion é;ports
for High-Level Waste Geologic Repositories,” states that DdE
should present a detailed CA program to allow NRC to make an
independent evaluation of the precision, accuracy,
reproducibility, anaiytic sensitivity, and limitation of data
acquisition and analysis methods that would be .used before and

during site characterizaticn.

A1l the basic requfrements of ANSI/ASME NQA-1-1979 and the 18
criteria of 10 %F§ 50 Appenpix B may not be applicable to all
of the geotechnical investigations performed during the site
characterization. Thus, only the applicable portions of MNQA-1
and the other documents jisted above need to be applied to the-

geotechnical data gathering.

2.0 DISCUSSIGH
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2.2

An adequate QA program description, properly implemented with
the use of documented procedures,‘is required to provide
confidence in the geotechnical data gathered before and during
site characterization. Each QA program description should
identify how the 10 CFR 50 Appendix B Eriteria will be
implemented and how ccmpiiance with the criteria wil[qE?
assured. In addition to the DOE QA program, the QA program of
the prime contractor/program manager (for example, Rockwejl
Hanford Operations for the Basalt Waste Isolation Program)
shouiq.be identified and the interaction of the two precgrams
should be discussed. DOE should also identify the items and
activites to be controiled by the QA program, a measure of
their required quality levels, and the QA effort necessary to

achieve the specitied quality requirements.
UNIQUENESS OF Qﬁ‘gROBLEHS IN REPOSITORY SITE INVESTIGATIONS

The 12 criteria of 10 CFR 50 Appendix B were originally written
and applied to evaluation and monitoring of power plant
hardware that is critical to public health and safety, or the

environment. A hardware-oriented QA program seeks to provide,

" for erzample, the inspection of key components at prescribed

states of production. Many aspects of this hardware-oriasnted
GA pregram are easily adaptable to repository site

investigations. Such items as document control, instrument



calibration, in-process inspection and testing, etc. which are
easily extended to a geotechnical QA program. However, the
inveétigative nature of repository site stddies which involve
state-of-the-art test procedures, data acquisition, data
reduction, and interpretation of results does not lend itself
to approaches which are highly prescriptive. Because of this,
an essential aspect of the COE QA program must be an adequate
and independent peer review by gqualified technica]ipersonpel of
the procadures/instructions, tests, data acquisition and
reductions, analysis, and intergretaticn of data for each site
invgstigation activity. An essential part of an adequate QA
program involves documentation of quality assurances

procedures.

It is important to make a distinction betwzen administrative QA
procedures and égsaileq technical or implementing procedures
(Figure 1). Adﬁinistrative procedures are based on the 18
criteria of 10 CFR SO Appendix B. These are generated by the
quality assurance organizatiaon and apply across the board to

all technicsl program are2as. The cetailed technical

(impiementing) procedures are daveiopea by each technical area

" folluwing the requirements spelled out in the administrative

qualiity assurance procedures. These contain instruction for
sctuai perrormance of testing and investigations (e.q.,

aycroicgic pump t2sts, setiing A packer, atc).
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The High-Level Yaste Technical Development Branch (WMHT) of MRC has
the prime responsibility for tke review of COE CA programs for
gectechnical investigations for ruclear wastelrepositories. The
review of any QA program for site irvestigations will involve three
praces, Phase one will involve the review of the GA Administrative
procedures cubmittec fcr each site. This will be the reviey of the
administrative cvality assurance prececures of the TCE GA program
submitted ¢s required by 10 CFR 60. Review of this document will be
conducted by WHHT sta®‘ merbers {with assistance froem other grcups
such es the Quality Assurance Brarck, Cffice of Nuclear Reactor
Reculatisn (MRR}). The document wil7 ke reviewed in terms nf the
poirts as outlined in Fttachment 1. Attachment 1 1s comprised of
applicable items ror QA for geotechnical investigéfions from Section

17.1 of NUREG-0800. ¢ .

In parallel, phase two will involve NRC technical stafs in vericus
technical program areas (e.q. acechenistry, hydroiogy, etc.)
eveiuvating the adequacy of selectad techrical or implementing
procedures /cee rcrevious section). The program plans of each
irdividual techricel pregram area will describe the appreach te he
teker o The NRC staff in evaluating the acecuacy of the selectad

teckrical or implementing prccecures.
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Phase three will eventually involve MRC surveillarce and audit of
specitic laboratory and field activities {as provided for in 10CFR60
§60.11g) for assurance of implementatinn of both administrative and
technical QA precadures. (This w{1] be covered by later NRC
guidance documents). This wouid incluce reviewira [OE's technical
nrocedures and plans to determine whether adequate peer revigy bv

qualified technical personnei has besn pervarrnd n each technical

vork area,
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1.2

1.3

1.4

1.5

1.6

1.7

1.8

1.9

/ tnciosure (-

~CCEPTANCE CRITERIA FOR &
(GEDTECHNICAL INVESTIGATIGHS)

organization elements responsible for the QA program are acceptable if:

The responsibility for zhe overall grogram is retained and exercised
by *hes BOz.

f3L describes major deiecation of work involved in establishing and
impiementing the QA program or any part thoreot? to cther organizations.

DOE describes now responsibility is exercised for the overall program.
The extant of management oversight should be addressed.

DOE avaiuates the performance of work by its prime contractors/program
mznagers at least annually. .

Qualified individuai(s) or organization element(s) are identified within
DOZ's organizaticn as responsible for the gquaiity of the delegated work
pricr to initiation of activitias.

Clear manacefient contrcls and effactive lines of communicaticn exist for
QA activities between D0z and its prime contractors/program managars to
assure dirzction of the QA program.

Organization charts cleariy identify all the “onsite" and “offsite"
organizaticnal elements wnich function under the cognizance of the QA
program, tha lines of responsibility, ana a dascription of the criteria
for datermining the size of the QA organizaticn including the inspection
staff. -

DOE and its prime contractors/program managers describe the QA responsi-

bilities of each of thg organizational elements noted on the organization
charts. o -

- - ‘
DOE and its prime contractors/program managers identify 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:

a. Is at the same or higher organization Tevel as the highest line
manager sirectly responsible Tor pericrming activitias affecting
quality (such as cesign, engineering, procurement, manufacturiné,
etc.) and is sufficiently independent from cost and schedule.

* Exceptions and alternatives to these acceptance criteria may be adopted

providad adeGuite justivicatien is given.
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. Hes effectiv: communicaticn channgis witlh, oiher v&niior managemeni
gositicnsT,
c. MHes rs=znonsibility for approval of QA Manual(s).

d. Hes nc octher cduties or resgonsibilities unrelated to QA that would
prevent his full zttanticn to OA matters.

;alified to do so based on his

—
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1.10  Veri hlished régquirements {except for

y indivicuals or groups within tne

o

1.1 Perscns znd ¢cr

sznizations performing QA functions have dirsct access to -
managemant jevel

s wnich will assure the ability to:

a. Identity quality problems.

b. Initiate, reccmmend, or provids solutions thrcugh cdesignated channels.
c. Verify implementaticn of soiutions. ‘

d. Stop unsztisfactery work.

Those persons and crganizations with the above zuthority are identifisd
and a descrigtion of how those actions are carried out is provided.

1.12 Provisicns ars established for the resolution of disputes involving
quality arising from a.differencarof opinion between QA personnel and
other deparimant perscnnel. ’

»

1.13 Designated QA individuals are involved in day-to-day site activities

important to safety.

1.14 Policies regarding the implementztion of the QA program are documentad
, and made mancatory.

1.15 The person &t the site resocnsible for directing and managing the size
QA progran is identified by positicn and has aporopriate organizaticnal
position res:nns1h111ttes, and &u t10r1~j to exercise proper control aver
the QA DYOGFE This irdividual is free from non-QA duties and can thus
“qive full at:e ntion to essuring that the QA pregram at the site is being
efTictively implemented.
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2.1

2.2

2.3

2.4

2.5

2.6

2.7

2.8

'3 A
A ~
Stinr o sriadad te Qualils Assurance Program are acCerilwoii il
The Q4 orogram includes a commitment that items and
activitics imnortant te cafety will be subject to the applicable controls

of the QA oroarom. The iftams and activities covered by the GA program
are idantified.

The QA pregram includes a commitmant that any dzvelopment, control,
and/or use of ccmputer programs will be conaucted in accordance with the
QA program.

A brief summary of the OOZ and prime ccntractor/program manager QA policies
is given.

a. Provisions are established to assure that guality-affecting procedures
requiiad to implement the QA program are consistent with QA croagram
cormitmants and policies and are properiy documented, controllea, and
made mandatory through a policy statament or equivalent dccument
signed by an identitied, responsible orficial.

b. The QA organizaticn raviews and documents concurrence with these
quality-relatea procecures.

The QA organization and the necessary technical organizations participate
early in the QA program definition stage to determine and identify the
extent QA controis are to be applied to specific items and activities.
This effort involves apolying a defined graded approach in accordance

with importance to sataty and affects such disciplines as design, procure-
ment, document centrol, insgeciicns, tests, special processes, recercs,
audits, and others describea in 10 CFR Part S0, Appendix 8. L

Existing or prososed OA procedures are identified reflecting that each
criterion of 10 CFR Part 50, Appendix B will be met by documented

. procedures.

r? . ! .
A description is provided of how management (above or outside the QA
organization) regularly assesses the scope, status,'adequacy, and

compliance of the QA program to 10 CFR Part 50, Appendix B. These
measures should include:

a. Frequent contact with program status through reports, meetings,
and/or audits.

b. Performance of an annual assescment preplanned and documented.
Corrective action is identifiea and tracked.

Indoctrination, training, and qualification programs are established
sych that:

a. Perscnnel responsible for pertorming quality-affecting activities
are instructed as to the purrcose, scope, and implementation of the
nuality-related manuals, instructions, and pracodures.



.¢. For formal training znd cualific
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- Crae rrng] ;-1fu]nq :r"w‘--j—r affect":r‘.g "a]'it._y’ are triiace wae
c,;ii"gd n the crincinles. techniques, and requirements cf the

ied 4
activity being parformead.

ograms, documentation

‘he prosrcn, atiendees, and datz

fu
-h H-
ct 0

inciudzs the c“‘:ctzxe contant ¢
of attendance.

d. ProTiciency tests are given to
fying activities affe..1"g.quai
developaed to determine if inciv

- quatified.

those serscanel performing and veri-
ity, and gcceptance critseria are
viduals are properly trained and

e. Certificate of guziifications clearly delineates (a) the specific
functions persdnnei are qualified to cerform and (b) the criteria
used tc qualify pe rsonnel in each functicn.

3. Activities related to Design Control are accsptable if:

3.1

3.2
3.3

3.4
3.5
3.6

3.7

3.8

The desicn centrol program includes cesign activities associatad with
the preparztion and review of desicn documents including the correct
translatica of applicabie regulatory requirements and design bases
into dasign, procurement and procedural documents.

Organizaticnal responsibilities are described for preparing, reviewing,
approving, znd verifying dessicn documents.

Errors and deficiencies in approved cssign docum

cumante are cocumented, &nd
acticn is tzren to assure that all srrors and dzvici

iciencies are corr-ct.d

Design interv¥ace controls are cescribea.

Procedures require a documented check to verify the dimensional
accuracy and completepess of design drawings.

Procedures require that design drawings and specifigations be reviewed
by the QA organization to assure that the documents are prepared,
reviewed, and approved in accerdznce with procedures and that the docu-
ments contain the necessary quality assurance requirements.

Procedures are establishad and d=scribed for design verification
activities which assure that the verifier is qualified and is not
diraczly res:cns1n1° for the aesign (i.e., neither the performer or his
irmeciate sudervisor).

The responsibilities of the verifier{s), the areas and features to be
verified, the pertinent considerations to be verified, and the extent
o documenzation are identified in procedures.



4.
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: JzperfTicLoic changes, dnciuding gl - el
SUSjECT IO the same c2sicn controls that wers a: a\.cab]c 10 e
original cecien.

Activities related *o Procursmznt Document Contreol zre accsptadble i7:

4,1 Procedures arn estab1;she for the review of procurement documants by

' QA personnel 10 detsrmins that cuality recuirsments are cerrectly
stated, ins:ectab}e, and contreollabie; thers zre acdecuate accsrtiance
and rejecticn criteriz: znd procursment CICULENTS have been uraaare:,
reviewed, znd aopreved in accordancs with 08 sregren raguiremants.

To the extenti necestary, orocuremant Iocuments snhculd recuira contrac-
tors and subccntraciors 10 orovice an accegiacle cuality assurance
pregram. —

2,2 Orzanizeticrzd resuonsiziiizios are Zzseritzc Tor 00 orocuremens
planning; (&) the preszrzticn, review, &dorcvel, ind control oF arocure-
ment documents; (3) sucpiier ssziscticon; (&) b2 evalvations; znd (35) raview
and concurrencs of susgoiier ZA programs prior o initiaticn of activitiss
afifectsd by the progran. The involvarent ov tha A organization is

dascribec.

->e

Activities reiat:d to Instructions, Procadures, and DJrawings zra accagtable i7:

5.1 Organizaticnal respensibilities ars Zescribed for zssuring that
activities affecting quaiity ara (i) crescribea by cocunenies instructicas,
procedures, znd drawings znc (2) zccomolishes thyoucn . impiemzniation of
these foc¢~=nts. .
5.2 Procadures ave ectzblishad <o assure that instruciicns, procsdures, ang
t important

drawings inclucde zccepiance critaria Tor determining ina

activities nave been sztistaciorily accemplished.
ry ot

Activities related to Document Control are acceptable if:

6.1 The scope ¢f the document con ram is described, and the tyses
of controlled documents are

6.2 Procedures. for the review, 22proval, issuance and revisicn of documants
are esteblizhad. These proceuu.-s assure technical adecquacy and
inciusion of zppropriate guziitly requirements. -The QA orcanizaticn
revisws anc concurs witn Inese 2scuments with regards to Si-relates
ZSpects.

6.2 Drocedures zre established to assure wat documents are zvailadble at
. the locaticn wnere the ectivity h'i] e perrormed grior to comTEncing
the work.

6.5 Pracecuyres are 2cteblisned and dascribed £0 assuie that chsolsta ar
~sercecdad Ascumanic are removed and raolaced by appliceble ravisicons
in wory arezs in 3 timzly canner.
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6.5 A master list or equivalent aocument control system is estaizlisncg w
jdentify the current revisicn of instructions, procedures, specificaticns,
drawings, and procurement cocuments.

Activities related to Control of Purchased Material, Equipment, and Services are
acceptable if:

7.1 Organizational responsibilities are described for the control of purchased
material, equipment, and services.

7.2 The service oraganization furnishes the fol]owing records to the ourchaser:

a. Documentaticn that identifies the purchased service and the specific

procurement requirements (e.g., codes, standards, and spec+r1cat1ons)
m-t

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

Cc. A description of those nonconformances from the procurement reguire-
ments dispcsitioned “"accept as is" or "repair."

The review and acceptance of these docu ents should be descrited in the
purchaser's QA program.

7.3 Suppliers' certificates of conformance are periodically evaluated by
audits, independent inspections, or tests to assure they are valid and
the results documented.

-Activities related to sample Identification and Ccntrol are acceptabie if:

8.1 Controls are estaolished and described to identify and control samples.
The .description should ipcjude organizational responsibilities.

8.2 Procedures are established which assure that identification is maintained
either on the samples or on records traceable to the samples.

8.3 Identification of samples can be traced to the appropriate documentation
such as drawings, specifications, purchase orders, inspesction documents,
and nonconformance reporzts.

8.4 Correct identification of samples is verified and documented prior to
release.



9.

10.

Activities reil .lec iz u~nirsl of Speciz? brocacces are accer= i 1T:

3.1

9.2

9.3

9.4

9.5

v AT

-

The criteria for cetermining these processes that are controlled us
special processes are described. As complet2 a listing as possibie
of special processes. which are generally thcse processes where
direct inspection is impossible or disadvantageous, is provided.

Organizaticnal responsibilitias including those for the QA organizatien
are dascribed for qualification of special processes, equipment, and
personnel.

Procedures, equipment, and personnel associated with special processes
are qualified and are in conformance with applicable codes, standaracs,
QA procedures, and specifications. The QA organization is involved in
the qualification activities to assure they are satisfactoriiy performad.

Procedures are established for recording evidence of acceptable acccmnlish-

ment of -special processes using gualified procedures, equipment, &nd
personnei.

Qualificaticn records of procedures, equipment, and personnzl associazed .
with special processes are established and maintained.

Activities related to Inspec:tion are acceptable if:

10.1

10.2

10.3

10.4

The scope of the inspecticn program is described that indicates an
effective inspection program has been established. Program srocecures
provide critzria for determining when inspections are reguirsd or define
how and when inspections are pertormed. Tne QA organization participates
in these Tunctions. )

Organizational responsibilities for inspection are described. Individuals
performing inspections are part of the QA organization.

rt .
A qualification program for 1nsoectors (1nc1ud1na NDT personnel) is
established and documented, and the qualifications and certifications
of inspectors are kept current.

Inspection procedures, instructions, or checklists provide for the
following:

a. Identification of characteristics and activities to be inspected.
b. A dascription of the method of inspection.

¢. Identification of the 1nd1v1duals or ¢roups responsible Yor performing
the inspection operation.

.

d. Accantance and rejection criteria.
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11.

12.

10.5

10.6

\/ -8- ™

e. Identification of ruguired procedurss, drawings, and specivitativae
and. revisions.

f. Recording inspecter or data reccerder and the results of the
inspection operation.

g. Speciiving necessary measuring and test equipment including
accuracy requirements.

Procedures are established to identify mandatory inspecticn hold points
peyona wnich work may not proceed until inspected by a desiagnated
inspector.

Inspection results are documented and evaluated, and their_acceptability
is determinad by a responsible individual or group.

Activities relatad to Test Control are acceptable if:

11.1

11.2

11.3

The description of the scope of the test control program indicates an
effective test program has been established. Program proceaures przvide
criteria for determining when a test is regquired cr how and when testing
activities are performea. The QA organization participates in these
functions.

Test procedures or instructions provide for the following:

a. The reguirements and acceptance limits contained in applicable
documents. ’

b. Instructions for performing the test.
c. Test prerequisites such as calibrated instrumentation, adequate
test equipment and instrumentation, completeness of item to be

tested, suitable and controlled environmental conditions, and
provisions for data collection and storage.

»
d. Mandatory inspection hold points (as required).

e. Acceptance and rejection criteria.

f. Methods of documenting or recording test data and results.
g. Provisions for assuring test prerequisites have been met.

Test resuits are documented, evaluated, and their acceptability
detarmined by a respensible individual or group.

Activities related to Control of Measuring and Test Equipment are acceptable if:
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12.4

12.5

12.6

12.7

12.8

12.3

N -9- b

The scope of the procram for the control of miesuring and test equii:-
ment is described und the tyoes of egquipment to be controlled are
established. This information indicates an effective calipration
program has been established.

! gther orgonizations' responsibilities are described for
ishing, implementing, and assuring effectiveness of tie caii-
n program.

Procedures are established and described for calibration (technigue

~and frequency), maintenance, and ccntrol of the measuring and test

equipment (instruments, tools, gages, fixtures, referenca and {ransier
standards, and nondestructive test equipment) for measurement, inspec-
tion, and monitoring. The review and documented concurrence cf these
functions is identified.

Measuring and test equipment is identified and traceable to the cali-
bration test data.

Measuring and test eauipment js labeled or tagged to indicate due date .
of the next.calibration.

Measuring and test equipment is calibrated at specified intervals based
on the required accuracy, purpose, degree of usage, stability charac-
teristics, and other conditions affecting the measurement. Calibration
of this equipment should be against standards that have an accuracy of
at least “our times the required accuracy of the eauibment being
caiibrateu or, when this is not possible, have an accuracy that assures
the equioment being calibrated will be within required tolerance and
that the basis of acceptance is documented ana authorized by responsible
management.

Calibrating standardsrhave greatér 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 uathorized by responsible management.

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.

Measures are taken and documentad to determine the validity of previous
insoactions performed and the acceptability of items inspected or tested
since the last calibration when measuring and test equioment is found to
be out of caiibration. Inspections or tests are repeated on items
determined to be suspect. :
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14,

15.

16.
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activitics related to Sample Handling, Liciuuwe, and Shipping are acceptable if:

13.1

13.2

Sample handling, preservation, storage, packaging, cnd shipping reguire-
ments are established and accomplished by sujtably trained individuals
in accordance with precetermined work and inspecticn instructions.

Procedures are established and described to contro} samnie handlinag,
storage, packaging, and shipping in accordance with design and procure-
ment requirements to preclude damage, loss, or deterioration by environ-
mental conditions such as temperature or numidity.

Activities related to Inspection and Test Status (17.1.14) are accentzble if:

14.1

14.2

Procedures are established to controi the application and removal of
status indicators such as tags, markings, labels, and stamps.

Procadures are established to control altering the sequence of required
inspections and tests.

Activities relatad to Noncenformances are acceptablie if:

15.1

15.2
15.3

15.4

Procedures are established for identifying, documenting, segregating,
reviewing, dispositioning, and notifying affected organizaticns of
nonconforming items. The procadures identify individuals authorized
to dispose of and close out nonconformances.

QA responsibilities related to noncontormance contro] are describec.

Documentation identifies and describes the nonccnformance, dispositions
the nonconformance, and includes signature apprcvai of the disposition.

Nonconformance reports are periodically analyzad by the QA organization
to show quality trends, and the significant results are reported to
upper management for greview .and assessment.

Activities related to Corrective Action are acceptable if:,

16.1

16.2

16.2

Procedures are established indicating an effective corrective action
program has been established. The QA organization reviews and documents
concurrence with the procedures.

Corrective action is documented and initiated following a nonconformance
to preciucde recurrence. The QA organization is involved in the documented
concurrence of the adequacy of the corrective action.

Followuo action is taken by the QA organization to verify proper imple-
mentation of corrective action and to close out the corrective action in
a- tinely manner,

Significant conditions adverse to quality, the cause of the conditions, and

the corrective action taken to preclude repetition are documented ana
repcrted to immediate management and upper levels of management for roview
and assescment.
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Activitics relelcd to Quality Assurance Recurcs arc acceptable if:

17.1

17.2

17.3

37:4

The scope of the records program is describeg. QA records include results
of reviews, inspections, tests, audits, and matarial analyses; monitoring
of work performance; qualificaticn of parsonnel, procedures, and equipment
and other documentation such as drawings, specifications, procurement
documents, ca]ibration procedures and reports; noncontormance reports;

and corrcctive action reports.

QA and other organizaticns are identified and their responsibilities are
described for the aefinition and implementation of activities relatez
to QA records.

Inspecticn and test records contain the following where applicable:

o~

a. A description of the type of observation.

b.. The date and results of the inspection or tesct.

c. Information related to conditions acverse to quality.
d. Inspector or data recorcer identification.

e. Evidence as to the acceptability of the results.

f. Action taken to resolve any dfscrepancies noted.

Suitable Tacilities for the storage of records are described and utilizad.

Activities related to Audits are acceptable if:

18.1

18.2

18.3

18.4

18.5

Internal and external audits to assure that procedures and actijvities

comply with the overall QA program are performed by DOE and its prime
contractors/program managers. r .

An audit plan is prepared identifying audits to be performed, their fre-
quencies, and schedules. Audits are regularly scheduied based upon the
status and safety importance of the'activities being performed and are
initiated early enough to assure effective QA.

Audits includes an ob}ectxve evaluation of the quality-related practices,
procedures, instructions, activities, and items and the review of documents

ana recorcs to ensure that the QA program is effective and properly
1mplementaa.

Aud1t r‘at= are analvzad by the QA organization and the results are reported
to managemenc far review and assessment.

Audits are performed in accordance with pre-established written procedures
or Check115is and conducted dy trained personnel having no direct
consibiiities in the areas being audited.




