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| Acceptance (document): The documented determmatron by the receiving organtzatlon that work is surtable for the.

intended purpose

Accepted Data: Data considered as established fact (e.g., englneenng'hmdbooks density tables, grav:tatlona! laws,

- or other physical constants) or data generally accepted by the scientific and engmeenng community and found to be

techmcallydefcnsrble by those using it. - . N

Acquired Dara Data whtch are obtamcd as a result of a data-gathenng actmty

: Admmrstratrve ami Managemeut Soﬁware Software that provrdcs trackmg, monitoring, retnevmg. sortlng, or
. other function and does not serve as the controlled source of quality information used in design analysis, process

* control, or scientific investigation. Such software may support activities, subject to the QARD, but does not require

the controls of Supplemcnt !

'Aﬁected Olganizatwn An orgamzatton performing Program work subject to QARD requtrements whose

orgamzattonal relattonshlps are deﬁned in OCRWM Program documents

1

* Alternate Calculations: Ca!culattons that are made wnth altemate methods to verify correctness of the original = '

ca!culatnon ’

Approval ‘The documented determmatton by a responsrble organization that work is smtable for the mtendcd

,purpose and shall be used as requ:red

- Audit: A planned and documented quahty assurance program verification performed to deterrmne by investigation

of objective evidence the adequacy of and comphance with establtshcd tmplementmg documents and the

- effectiveness of nmplementatlon :

Audzt Team Leader: A lead audttor who is assrgned to drrect the efforts of an audtt team.

,Amlttar- An mdxvndual who is quahﬁed to perform assngned portions of an aud:t '

Baselme Element (Sof:ware) An mdmdual component of a software baseline.”

" Certificate of Conformance A document sngned or otherwise authenticated by an authonzed tndmdual certrfymg :
_the degree to which items or servroes meet specrﬁed requirements. -

Ccmﬁcatwn The act of detenmmng. venfymg. and attestmg in wntmg to thc achtevement or complrance wrth
specrﬁed requxrements : :

: Chamcrensac:’ ’A'propcrty or attribute of an item, process or service that is distinct, describable, and meaSuxable..

Code Listing: An ordered di'splay or printout of program statements.
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: Commercial Grade Item An item that is (i) not subject to deslgn or specification criteria unique to the Programor
nuclear facilities, (ii) used in appltcattons other than the nuclear industry, and (iii) ordered from the manufacturer or
supplier on the basrs of specrf' cations set forth in ‘the manufacturer’s publrshed product descnptlon )

Computer Program A sequcnce of instructions suttable for processmg by a computer
Condmon Adverse to Qualuy A state of noncomphance with qualrty assurance program requtrements

_Conﬁrmatory Testmg An evaluation subjeet to mplementmg documents that tnvesttgates the properttes ‘of interest
of data in an attempt to confirm the quality of the data. : ;

Controlled Document A document that is prepared reviewed, and approved in accordance with estabhshed
'tmplementmg documents subject to controlled dtstnbutton and subject toa deﬁned change process

’ Correetwe Aetton Measures taken to recttfy condmons adverse to quahty and, where necessary to preclude
repetition. . - :

Corroborating Data: Data that is used to support or substantiate otherdata.
Data: As it pertains to Supplement M1, information developed as a result of scientific investigation activities,

mcludmg information extracted from reference sources, and performance assessment analysis.

Database: A collectton of prewously dtstmct data (not created by the database) whtch have been Iogtcally orgamzed
to facrhtate data access. ‘ , .

 Data Reductzou Processcs that change the form of expressron. quanuty of data or values. or the number of data
_\ ttems , S : .

Deszgn Bases: Informatmn that tdentrﬁes the specnﬁc functtons to be performed by items and the specific values or
ranges of values chosen for controllmg parameters as reference bounds for destgn ' : '

: Design Change Any revision or altetatton of the technical requxrements def'med by approved and issued desngn
output documents and approved and 1ssued changes thereto. N ) ‘ S

e Destgn Input: 'l‘hose criteria, parameters, bases. or other desngn requlrements upon whtch design output documents
- are based. P . t

Design Output Drawmgs. specnﬁcauons, and other documents resulung from the translauon of desrgn tnput
requtrements of i ttems : .

Design Process: Teehmcal and management process that commences with |denttﬁcauon of destgn input and ends '

with the issuance of desxgn output documents. N

Design Review: A documented evaluation of design output dunng the deslgn process to detennme desrgn adequacy
and conformance to spectﬁed acceptance criteria. . ‘ ‘

: Developed Data: The results of reducmg. analyztng. or tnterpretmg data after data aoqutsrtton

Exritbu'OAP-z.a.t ; _ B S , ‘ ) C - a’ev.tzne.lsa ‘
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'Document Control: The process for controllmg documents that proyides'for adequacy'review. approval for release |

by authorized personnel and dtstnbuuon for use at the prescnbed work locations.
Exrstmg data (formerly de.rrgnated as “Ungualified Data ") Data that were not acqulred or developed in
' definition of accepted
Expedrred Change An abbreviated method of revising a document at the work location where the document is used
- when the normal change process would cause unnecessary delays The m:magement responsrble for the work makes
the expedited change. - :
Expert Elzeuarwn A formal structured and documented process for obtmmng the judgements of multtple experts
Field Surveymg “The process of determmmg the boundaries, area, elevatton and location of land, structures
reference points, or other destgnated features either on, above. or below the earth surface relative toa permanent

system of honzontal and vertical controls

Genera!r.rr An individual with techmcai background in one or more disciplines needed to address the problern of
interest and who has a general understandmg of the techmcal aspects of the problem. :

{Indoctrination: Method of training desrgned to famxltanze personnel in fundarnental criteria, program elements
responsibilities, and authority applxcable to assrgned tasks

: Iuspectwn A quahty assurance program venﬁcauon that is used to venfy whether an item conforms to specrﬁed
techmcal criteria. . . .

‘Item An all-tnclusrve term used in place of any of the following: appurtenance. assembly, component, equipment,
material, rnodule. part, strucrure. subasscmbly. subsystem. system. or umt that is identified in a design document

‘ Lead Aud’rrar An mdmdua! who is certxﬁed to orgamze. perform and dlrect an audtt report audtt results‘ and
' eva!uate related corrective actions. o :

g Management Arsessment' A qualxty assurance program venﬁeutton that is conducted by management above or
. outside the Quality Assurance organization and that evaluates the scope, status, adequacy. programmanc eomphanoe,
and rmplementatton effccuveness of the quality assurance program ‘

Measurmg rmd Test Equipment Devrces or systems uscd to cahbratc measurc. gage, test, or mspect in order to

1 vcontrol or acqutre data to venfy confonnance to spectfied requtrements

- Mode! Validation: The process that demonstrates that the model is an aeeeptable representauon of thc process or
‘system for whrch itis mtended : y A . :

Noucanformarrce' A dcﬁcrency in charactcnstrc or record that renders the quahty of an item of sample unacceptable '

or mdetermmate

. Normative Experr An mdmdual with a theorettca! and conceptual knowledge of probabthty and pracueal
expenence in the ehcrtatton of Judgements frorn mdmduals ’ .

accordance with an approved Quahty Aswmnce program that meets 10 CFR Part 60 Subpart G and do not mect the

~

7
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| Peer Review A documcnted m-depth cnthue of work by a group of peers mdcpcndent from the work bemg

1 Pet:formance Confu-manon The program of tcsts expenmcnts and analyses which is conductcd to evaluate the

Objectzve Evidence: Any documcntcd statement of fact, other mformzmon. or record elther quanmauve or-

quahtanve. pertaining to the quahty of an item or activity based on observauons. measurements, or test which can be
verified. - V : . : :

: Orgamzatzonal Interface: Thc rclatlonshxp between orgamzauons when one organization prescribes an actmty or’
n:qurrcmcnt to, or shares an actxvny or roqurremcnt wrth another orgamzauon - :

Peer A person havmg technical expertise in the subject matter to be reviewed to a degree at least equwalcnt to that :
nccded for thc ongmal work. . o :

‘ revrewcd

accuracy and adequacy of the information used to determine with reasonable assurance that the performance
objccnvcs for the penod after permanent closure wrll be mct :

Personnel Quahﬁcaaon See Qualrﬁcatxon (Personncl)
'Proce.rs A series of actions that achxeves an end result or accomphshes work

Pracuremeut Dacument Purchasc orders, contracts, specrﬁcatrons, or other document used to define techmcal and
. quality assurance requirements for thc procurement of i items or scmces v

AQualzﬁcanon (Pcrsorme!) "The capabrlmes gamcd through educatron trammg or expencncc that quahfy an
“individual to perform a rcquxrcd function.. ; :

i

Qualz_ﬁcanon of | Data A formal process lhat is intended to provrdc a desrrod lcvcl of conﬁdcnce that data is suntable .
“forits mtcnded use.. ¢ ,

'Qaahﬁcatwn Testmg A test that is mtcnded to provrde a deésired lcvel of conﬁdcncc that an item meets spocnﬁed
- criteria. . _ . . ,

Qual ﬁed Data: 'Data acqmrod or dcvcloped under an approved Qualrty Assurance program that meets the -
requxremcms ot' 10 CFR Part 60 Subpart G (r . quahﬁcd from origin) or data that have undergonc (hc quallﬁcanon .

process.

Quality Assurance: All those planned and systcmanc acuons nccessary to provxde adoquatc couﬁdcnce that an item
wnll perfonn sansfactonly in service. - : : '

Qualz:y Assurance Record A completed document (or other rnodxurn) that furmshcs cvrdence that items or work
comply wrth roqulremems _ .

A Readiness Review: A systcmatxc assessment of the prcparednws of an orgamzauon to start or continue a process or
project phase. . : B o ‘ ST

Regresswn Testmg° Selective retcstmg ofa systcm or componem to venfy that modifications have not causod
umntended effects and that the sysu:m or componcnt still compllcs with its spocnﬁed requrremcnts

{

Exhibit QAP-2.4.1 . Rev.1218/82
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Release (Software): The formal notification and distribution of approved software.

Remediol Action: The actions taken to correct speciﬁcally identified conditions adverse to Quality. '

§

Repa:r The process of restonng anitem toa condmon such that the capab)lrty of an item to funcnon relrably and
safely i is unrmparred even though that i item sull does not conform to the ongmal requrrement .

Rework' The process by Wthh an rtem is restored to ongrnal specrﬁcatrons by completron or corr'ection

Rrght of Access: The procurement requlrement that perrmts the purchaser or desrgnated representatrve to enter the' _
premises ofa supplrer for verification purposes L . : .

Root Cause: The |dent:ﬁed cause of a condition adverse to quality that, if corrected will preclude recurrence or
greatly reduce the prohabrlrty of recurrence of the same or a similar condition adverse to quality.

Sample (Physical): A physical part of a whole whose propertics are studied to gain information about the whole.

Scientific Invesrrgatwn Any observatron. rdentrﬁcanon descnptron. expenmenta! study. or analysrs and explanatron
of natural phenomena. oo : . : : '

' Scrennﬁc Notebook: A record of the methodology and results of screntrﬁc mvestrgatrons that is used when the work
tnvolves a high degree of professronal judgment or tnal and error methods or both. :

Servrce The performance of actrvmes such as desrgn. fabncatron. mspectton. nondestructrve exammatron reparr or
tnstallatron -

Sigmfficant Condmon Adverse o Quahty A condrtron adverse to qualrty whrch if uncorrected could have a serious
effect on safety. or the abtltty to isolate waste. o :

Sue Charactenzatron The program of exploratron and research both in the laboratory and the ﬁeld thatis - ‘
undertaken to establish the geologic condrtrons and the ranges of parameters ofa pamcular site that are relevant tothe
implementing documents ' o

Software. A software item and assocrated documentanon ,

Software Baseline: (1) A specrﬁcatton or product’ that has been formally revrewed and agreed upon, that thereafter is
the basis for further development, and that can be changed only through formal change procedures. (2) A document,
aset of documents ora product fonnally desrgnated and controlled ata specrf c trme during the software hfe cycle.

-

Software Contro! Painr Milestones in the software life cycle when controls are applred to the software baselrnes

Software Item: Souroe code object code, JOb control code, control data, ora colloctron of these items that functron as
a single unit. : S ,

. Saﬁware Life Cycle: A series of actrvrnes that begrns when software planmng is initiated and ends when the software
is no longer available for use. _ : _—

ExhibitQAP-24.1 S S - Rev.12/18/92
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. Sojtware Validation: The process of evaluating a system or component dunng or at the end of the development
process to determine whether it satisfies specnﬁcd requtrements . : :

' Software Venﬁcatzon The proccss of determmmg whether the products of a gtven software lrfe cycle phase satrsfy

the conditions tmposed at the start of that phase ¢ v '

Specral Process. A process, the' results of whlch are hlghly dependent on the control of the  process or the skill of the

" operators, or both, and in which the specified qualnty cannot be readtly determined by i lnspectlon or test of the product.

' Stap Work Order A fonnal drrectnve issued by management that work must be stopped unul resolutlon of the relatcd

: stgmﬁcant condmon adverse to quahty
Sabject-Matter Experz: - An individual recognized by his or her peers as an authority On a speciﬁc-topic.

Supplier: Any individual or organization who fumnishes items or services in accorddnce with a procurement

* document. An all-inclusive term used in place of any of the following: vendor, SCIIer. contractor. or subcontractor.-

\

: Survezlfance' The act of observing real-tlme activities and/or revnewmg documentatlon to venfy conformance with .
* specrﬁed reqmremcnts and to evaluate their adequacy and effecttveness ~

Techmcal Assessment: Used for data qualrﬁcatton purposes. a techmcal assessment is an evaluatlon of the techmcal
'ment of exrstmg data against established cntena. C

Technical Report: As it pertarns to ‘scientific investigation, a document that presents scnentlﬁc information such as .
"data, analyscs. mterpretatlons. or concluslons : :

Technical Specialist: An individual who is assigned to an audit team when the scope, complexnty. or speclal nature

| of the work to be audited warrants assrstance from a technical standpoint.

|

Testing: An element of verification for the determmatron of the capability of an item to meet specified requrrements '
~ by subjecting the nem to a set of physlcal chemical, envrronmental or operatmg condmons

' Traceabdzty ‘The abthty to uacc the htstory. appllcauon. or location of an 1tem. data, or sample using recorded
documentanon _ , ‘ _

Training: Systematnc process provnded to personnel sO that they achreve profimency. mamtam proﬁcrcncy. and adapt .
to changes in technology. methods processes. or responsrb:hues as necessary .to perform assrgned taslcs

Use-As-Is: A drsposmon perrmtted for a nonconformmg |tem when it can be establtshed that the item is sat:sfactory
: for its mtended use. y :

‘ Veriﬁeatwn- The act of revnewmg. mspectmg. testmg. checking, auditing, or othenmsc determmmg and |

documcnung whether i items, proccsscs. services, or documents conform to speclf' ed requlremcnts

’ Work.j Activities that afe subject to the Qualny Assurance Reqmremm:s and Description.

ExNDIOAP-24.1 o : P | - ' Rev. 12182
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-~ EVALUATION OF QARD, REVISION 8 CHANGES
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REVISED SECTION

ANALYSIS OF CHANGE: = -

COMMENTS

Introduction -

NUREG-1563 (1996), “Brarich Technical Position on the
Use of Expert Elicitation in the High-Level Radioactive
Waste Program” was added as a guidance document in the
list of source documents since this was used as guidance in
establishing requirements for expert ehcltatlon in Appendxx
C2.1.- :

This is not a reductlon in comnutment;

2.2.11 Quality

o -Assurance Program - -

Informatlon

Management -

The word * appraxsed” was changed to apprisédf’ to correct a
typographlcal error. : ' .

This is not a reduction in commitment.

2.2.12 Personnel

' |-Selection - -

| This subsection was rewritten to allow a graded approach for

qualification of personnel. A comparison of the requirements

of Revision 7 agamst those in Revision 8 follows

The graded approach for qualification of_

personnel is a reduction in commitment as |
| described below
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P

- | REVISED SECTION

ANALYSIS OF CHANGE

COMMENTS

L}
nY

2.2.12 Personnel
Selection (continued)

| who conduct, verify or manage design, scientific

| S:cnon 22.12 (ﬁrst,sentence) of QARD Revision 7 stafed,'
“Each Affected Organization shall establish a program for -
| the evaluation, selection, indoctrination, training, and

qualification of personnel performing work subject to the
QARD.” This statement was deleted. The Section was -
reorganized to state the training and indoctrination
requirements in Paragraph A, and the requirements for
establishment of position descriptions, minimum education
and experience, and verification requirements in Paragraph

‘B. The positions that require positions descriptions, -
minimum education and experience, and verification of

education and experience have been limited to personnel

-~

investigation, and software development activities. The
statement “each affected Organization shall establish a-

| program” was deleted to allow for the establishment of

OCRWM-wide procedurés. “Work subject to the QARD” .
was deleted because work by the definition in the Glossary is
subject to the QARD. :

This is a reduction in commitment since the-
lead in statement in paragraph B limits the
applicability of the requirements in this -
paragraph. However, this section still ,
addresses the pertinent requirements of the
regulatory and commitment documents.

‘ 2.2.‘1‘2 Personnel -

Selection (continued) -

Sectlon 2 2. 12A of QARD Revision 7 stated, “Evaluate

the position include perfonnmg work subject to the QARD.”
This statement was deleted because it required an evaluation

to be conducted for personnel who do not perform activities -

_This is a reduction in commitment;

however this section still addresses the

pertinent requirements of the regulatory and | |

commltment documents. ;

subject to the QARD
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| REVISED SECTION -

ANALYSIS OF CHANGE

COMMENTS

2.2.12 Personnel

Selection (continued) -

Section 2.2.12B of QARD Revision 7 stated, “Establish
descriptions for those positions that include work subject to
the QARD " _

Section 22.123.1‘, of QARD Revision 8 states the same -~ |
_requirement with editorial differences. The applicability of .

this requirement has been limited as discussed above. -

This is a reduction in commitment as 4
discussed for 2.2.12 (first sentence) above;
however this section still addresses the -

pemnent requirements of the regulatory and |

commltment documents.

2.2.12 Personnel
Selection (continued)

Section 2.2.12C of QARD Revision 7 stated, “Ensure *

initial proficiency; maintain proficiency; and adapt to _
changes in technology, methods, or job responsibilities”

Section 2.2.12A.2 of QARD Revision 8 states the same.

| This is not a reduction in commitment,
personnel are indoctrinated and trained, as needed, to achieve | o -

2.2:12 Personnel ~

Selection (continued) =
: - | position commensurate with the scope, complexuy, and
| nature of the work.” :

Section2.2.12D of QARD Revision 7 stated, “Establish
minimum education and experience l‘equlrements for each

Section 2.2:12B.2 of QARD_ Revision 8 states the same

-requirement and adds an allowance for documented-

justification to be provided for posmens for which no
specific education and experience is reqmred .The -
applicability of this reqmrement has been lnmlted as

-however this section.still addresses the -
pertinent requirements of the regulatory and

This is a reduction in commitment as
discussed for 2.2.12 (first sentence) above;

commltment documents

dlscussed above. -
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REVISED SECTION'

\

ANALYSIS OF CHANGE

COMMENTS

)

22.12 'Pergohoel
Selection (continued)

Section 2.2.12E of QARD Revision 7 stated, “Ensure
personnel have the experience, education, training, and -
proﬁmency commensurate with thc xmmmum requ1rements
established.” ' :
Training and proﬁciency of pcrsonncl are addressed in N
Section 2.2.12A.2 of QARD Revision 8. Assurance that -
personnel have the experience and education commensurate

~ | with the minimum requirements established is addressed in
| Section 2.2.12B.3 with a limited apphcablhty as dlscussed '
| above, . _ , .

This is a reduction in commitment as "
discussed for 2.2.12 (first sentence) above;

- | however this section still addresses the
| pertinent requirements of the regulatory and
’ comrmtment documents A

2.2.12 Personnel

| Section 2.2.12F of QARD Revision 7 stated, “Ensure
‘Selection (continued)

minimum education and expenence are verified or, when
minimum educatlon and experience cannot be specifically

| verified, provxde a statement and justification for personnel :

assignment.”

Sectlon pA 2 12B.4 of QARD Revmon 8 states the same

requirement with editorial differences. The applicability of '

this requirement has been limited as discussed above.

This is a reduction in commitment as

7

discussed for 2.2.12 (first sentence) above;
however this section still addresses the
pertinent requirements of the regulatory and
commitment documents
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REVISED SECTION

ANALYSIS OF CHANGE ', ,

COMMENTS

»)

12212 Pexfsonnelql
| Selection (continued)

‘Section 2.2.12G of QARD Revision 7 stated, “Ensure

supervisors evaluate and assess the need for additional
indoctrination and training as assxgnments posmons and -

- mplementmg documents change.”

'Section 2.2.12A.3 of QARD Revision 8 states, “Evaluate and |
| assess the need for additional indoctrination and training as

assignments, positions, or implementing documents change
“Supervisors” was removed to clarify that each supervisor

*| does not need to conduct this evaluation. For example, ifan |

editorial change is made to a procedure and the training
organization agrees that there is no impact on training, it
should not be necessary to have each supemsof conduct an -

' evaluatxon “And 1mplement1ng documents” was changed to

1mplementmg documents” to clarify that this evaluation
applies when any one or a combination of the three change.

This is not a reduction in commitment.

~

2.2.12 Personnel
Selection (continued)

Section 2.2.12H of QARD Revision 7 stated; “Ensure the

.required indoctrination and training for a specnﬁed task is

completed pnor to performmg the task ?

Section 2.2, 12A 4 of QARD Revision 8 states essentially the

same requxrement, “Ensure indoctrination and trammg are
completed pnor to performmg the work.”

This is not a reduction in commitment. -
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. .
: pag<36,

ANALYSIS OF CHANGE

.
-

| Selection (continued)

relate to a particular function:

1. General criteria, including the QARD, apphcable codes,
regulatlons and standards. o

2. Applicable implementing documents.

13. Job ,responsnbllmes and authonty

Section 2.2. l2A 5 of QARD Rewsnon 8 states the same
requlrement » _

REVISED SECTION COMMENTS
2.2.12 Personnel Sectlon 2.2.121 of QARD Revision 7 stated, “Ensure records | Thisis nota reduction in i:o_mrﬁiﬁhent. E
Selection (continued) | on individuals generated by training and quahﬁcatxon ' ' ‘ .
‘ 'programs are collected and mamtamed » /
This requirément has been removed 'since‘it duplicates
Section 17.2.1A7 which states, “Documents that meet the .
following requirements shall be classified as lifetime QA -
records...7 Personnel training and qualification documents
| for individuals executing QA program requirements.”
2.2.12 Personnel Section 2.2.12J of QARD Revision 7 stated, “Ensure - | This is not a reduction in commitment.
personnel are indoctrinated in the following toplcs as they - N '

2.2.13 Qualification of
Personnel Who
Perform Inspection,
Nondestructive
Exammatlon, Testmg,
and Audmng

This section was revised to exphcntly state the spcc:al
Quality Assurance functions.

This is not a reduction in commitment.




- EVALUATION OF QARD, REVISION § CHANGES
REVISED SECTION | ANALYSIS OF CHANGE | COMMENTS
The second paragraph of 1 .1'was rewritten to clarify the - This is not a reduction'in commitnient.

1 Software -

applicability of Supplement I and Supplement V to  operating

| systems; administrative and management systems; system
-utilities and compilers and their associated libraries; word

processing programs; and industry standard software such as
database managers, graphing and visual display software,
spreadsheets, and statistical analysis software. Revision 7
indicated that these types of software “may” need to meet the
requirements for the software covered by Supplement I or

‘Supplement V, Revision 8 requires software routines and

macros written for use within these types of industry standard

. softwaré to meet the requirements of Section 1.2.1C. The
| reference to meeting Supplement V has been deleted from
_the second paragraph because this is 'addressed i in the first

| paragraph

In making the above change it was noted that thi limited

| requirements in 1.2.1C should be clarified by deleting the

S

term “baseline” from 1.2.1C.1. A “software baseline” is not |

established for software that can be verified by visual

T inspection ‘and/or hand calculations. This now reads as

follows, “Listing of the version and any subsequent changes

to the software.”

t

I11.2.4 Data Review,
Adequacy, and Usage
I11.2.5 Technical
Report Review -

These sections were reorganized with‘clal_'iﬁCations made and
a new methodology for data qualification provided. ‘A

companson of the requirements of Revxs:on 7 against those

in Revision 8 follows.

This is not a reduction in commitment.
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REVISED SECTION

ANALYSIS OF CHANGE

| COMMENTS

111.2.4 Data Review,
Adequacy, and Usage
“11.2.5 Technical
Report Review
(continued)

—

Section II1.2.4A of Revision 7 stated, “A documented

independent review of acquired and developed data shall be

performed in accordance with estabhshed review criteria to
ensure techmcal correctness.”

Section M24B.1 of‘Revision 8 states, “Data qualified from
origin shall be reviewed by individuals other than those who
acquired or develc)ped the data in accordance with -

' estabhshed review criteria to ensure technical cotrectness.”

Thls prov1des a clarification of an
independent review. This also clarifies that
this requirement. apphes only to data

qualified from origin since existing data =
which undergo the qualification process are
subject to a peer review or an independent

technical review. This is not a reductxon in
commitment.’ :

111.2.4 Data Review,

Adequacy, and Usage -

. II1.2.5 Technical
Report Review
gcpnﬁnued)-

Section II1.2.4B of Revision 7 stated, *Technical reports shall
be reviewed in accordance with the requlrements of
Subsectlon 2.2.10"7 -

-

Sectlon III.2 5of Revision 8 states the same.

This was moved due to the reorganization
of the Sections. This i 1s nota reductlon in
: commltment

111.2.4 Data Review,

Adequacy, and Usage

| 1I.2.5 Technical
Report Review
(contlnued)

‘Section II1.2.5A (first sentence) of Revision 7 stated,
‘“Unqualified data may be used in scientific investigation. and

design activities provided traceablhty to its status as-

' unquahﬁed is mamtamed o

Sectlon II12.4B.3 (ﬁrst sentence) of Revxslon 8 states,

| “Existing data may be used in scientific investigation and

design activities provided traceabtllty to its status as exxstlng
.data is maintained.”

.The term “tinqual'iﬁed'data” hasbeen -

changed to “existing data” making the

terms used consistent with NUREG-1298.
See also the discussion of the changes in .
the glossary definitions below This is not 1.

a reduction in commmnent
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REVISED SECTION -

(continued)

Section III.2.4A of Revision 8 states the seme.._ |

'ANALYSIS OF CHANGE B COMMENTS
II1.2.4 Data Review, | Section II.2.5A (second sentence) of Revision 7 stated, Thls is niot a reduction in commitment. -
Adequacy, and Usage | “Unqualified data directly relied upon to address safetyand - | - ' SO
125 Techmcal waste isolation issues shall be qualified in accordance with
| Report Review I11.2.5D. at-appropriate times during sclentlﬁc mvestlgatlon
| (continued) - | and design process and before;
' . 1. . OCRWM acceptance of DOE-owned hlgh-level
- waste or spent nuclear fuel, or v ]
2. Submittal of the License Application, or _
3 Relying on the item, for which the data were used as
. design input, to perform its function, or
4  Datais relxed upon to resolve’ safety or waste 1solatlon
~ 1ssues ) v
Secnon III 24B.3 (second sentence) of Revxsxon 8 states the
v . “same thing with editorial changes only. . ,
I11.2.4 Data Review, Sectlon I11.2.5B of Revision 7 stated, “Data reduction shall . | ‘This is not a reduction in commitment.
Adequacy, and Usage | be described to permit independent reproduclblhty by. .
I11.2.5 Technical another qualified mdmdual ?
Report Review :
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| REVISED SECTION

S'l’ .

’
_page 30 2

'ANALYSIS OF CHANGE - ‘ ‘ -COMMENTS » A
I11.2.4 Data Review, Section I11.2.5C of Revision 7 stated,.“Data considered as "This changes the term “established fact” to
~Adequacy, and Usage | established fact by the scientific and engineering commumty _“accepted data” and adds a requirement for | -
II1.2.5 Technical do not require qualification (for example, engineering . documenting thé rationale for considering |
Report Review handbooks density tables, gravitational laws; etc.).”. data to be accepted. The definition clarifies
that in addition to established facts, data

(continued)

“Section III 2 4B.2 of Revision 8 states, “Accepted data need
not undergo the qualification process. The rationale for

considering data to be accepted shall be documented.”

| The Glosséry of Revision 8 defines ‘;accepted data” as
| follows: “Data considered as established fact (e.g.

eﬁg‘meenng handbooks, density tables, gravitational laws, or
other physical constants), or data generally accepted by the
scientific and engineering community, and found to be

' ,.techmcally defensxble by those using it.”

that are generally accepted by the scientific
‘and engineering community (e.g., -

information from the National Weather
Service) do not need to undergo a .
qualification process. This is nota

‘reduction in commitment.
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14'

| 111.2.4 Data Review,
Adequacy, and Usage
I11.2.5 Technical
_Report Review
‘(continued)

| Section I11.2:5D. 1. of Revision 7 states, “Unqualified data

Fd

du'ectly relied upon to address safety and waste 1solat10n

| issues shall be qualified as follows:

1. Oneora combination of the followmg methods shall
‘beused:
oa Determination that the controls under which
~‘the data were generated are similar in'scope,
requirements, and implementation to the
‘Quality Assurance Reqmrements and )
'Descnptlon :
b. - Corroborating data - Rationale for selectmg _
- one set of data to corroborate another set of
unquahfied data shall be clearly explained and
~ justified.
Confi irmatory testmg
‘Peer review in accordance with Section 2. 0,
Quality Assurance Program.

po

| Section IT1.2.4C (first paragraph) of Revision 8 states the

same requirement with editorial differences, and this
provides technical assessment as a new method for
qualification of data as follows: “Techmcal Assessment to
independently evaluate data which includes one or a
combination of the followmg

a. | Determmatlon that the employed methodology is
B acceptable; . :
b. Determination that confidence i in the data acqulsmon

- or developmental results is warranted; or .
c. . Confirmation that the data have been used in. similar
T apphcatlons

| ‘Section II (sixth seatence) of NUREG

1298, “Quahficatnon of Existing Data for -

| High-Level Nuclear Waste v
Repositories™ states, “Other methods may
be proposed or used and will be reviewed

| for acceptability by the NRC on a case-by

case basis.”

The use of the technical assessment was
discussed between the DOE and the NRC
during the May 12, 1997 exchange. This is
not a reduction in commitment. -

LA

ap et

page M-

S ":;

.




EVALUATION OF QARD, REVISION 8 CHANGES | .

I11.2.4 Data Réview,

- | Adequacy, and Usage:

III.2.5 Technical
Report Review
(continued)

Section I1.2.5D. 2 of Revision 7 stated “Quahﬁcatxon shall
be planned and documented. The documentatxon shall -

include the following:

a. - The factors used i m amvmg at the chonce of
*qualification methods and also the acceptance criteria -
" used to detérmine if the data are qualified,
b. A documented review to determine the quality of data
' when quahﬁcatlon methods (a), (b) or (c) are used ?

Sectxon I1.2.4C (second paragraph) of Revision 8
restruetures the requlrements as follows: “Methods 1, 2, and

| 3 above shall iniclude a rev1ew to determine the technical
| correctness of the data in accordance with established review
1 commmnent

criteria. The quahﬁcatlon process shall be planned and
documented Documentation shall include the acceptance .
criteria used to determine- if the data are quahﬁed and
rationale for discontinuing any qualification methods
abandoned after the initiation of the qualification process.”

The requlremcnt to document the factors
used at arriving at the choice of :

‘qualification methods has been changed to

document the rationale for discontinuing

any qualification methods abandoned after

the initiation of the qualification process. -
This clarification is supported by
discussions on pages 3 and 4 of the

‘Enclosure to NRC Letter dated December

26, 1995, D. M. Gillen to R. A. Milner,
Subject: Minutes of the Septerhber 27,
1995, Technical Exchange on Data
Qualification. This is not'a reduction in -

L0
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| €2.1 Modification of

-QARD Section 2.0,.
Quality Assurance
Program

Section C.2.1D states, “Software which has not been

These are new requirements for conducting expert elicita‘tioti
in support of the Mined Geologic Disposal System (MGDS).

NUREG-1563 ‘was used as gmdance in developmg these

requlrements

qualified in accordance with Supplement I and existing data
may be used in the expert elicitation process. The results of

| the expert elicitation are considered qualified; however, the ‘

expert elicitation is not considered a method for the .
qualiﬁeation of software or exi_sting‘data used as input._”

| This change isa reductlon m commltment to the followmg
,requlrements : :

1. Supplement LI(frst sentence) of Revision 7, “This .

supplement establishes requirements for the
development modlﬁcatlon control and use of
software.”

2. Supplement II1.2.5A (ﬁrst sentence) of Revxsxon 7,

: “Unquallﬁed data may be used in scientific
- investigation and design activities prov1ded tlaceablhty
to its status as unquallﬁed is maintained.

"The MGDS expert elic:tatlon process’alloW’s the use of

software which has not been quallf ed in accordance w1th '

_ Supplement |
| The use of existing data has been expanded beyond desngn

and scientific mvestlgatlon actlvmes to MDGS expert
elicitation. :

(contm_ued)

As discussed in the analysis of change,

Section C.2:1D is areductionin.
commitment to the requirements of
Supplement 1.1 (first sentence) and

© | Supplement IT1.2.5A (first sentence); .

however, this section still addresses the
pertinent requirements of the regulatory and
commitment documents.

A
Y
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' page 3

‘,




" EVALUATION OF QARD, REVISION 8 CHANGES

C.2.1 Modification of .

'| of expert elicitation is to consider all relevant data and
interpretations, not just those collected or developed under a

'Quality Assurance Program. Much of the existing data to be

| used may have been developed using software that was not

QARD Section 2.0,
Quality Assurance -

This reduction in commitment is necessary because the scope

controlied under a Quahty Assurance program. In expert
elicitation the experts are provxded access to available data.-

| They are expected to use their own judgement concerning the | .

merits of the data sets and to decide which data sets to use.

Finally, the results of the MGDS expert elicitation are
considered qualified even though software which was not
qualified in accordance with Supplement I and existing data

may have been used. The expert elicitation process is

roughly equivalent to a peer review and provides a methdd

| for the qualification of its results.

See above
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| iGlossary'\

The following definitions were added to clarify discussion in
Supplement III and Appendix C: accepted data, acquired
data, developed data, technical assessment, technical report,

|| expert elicitation, generalrst, normatrve expert, subject-matter

expert

The term “unquahﬁed data” was changed to “exlstmg data”

| and its deﬁmtron was modlﬁed as follows

‘ “Exrstmg data (formerly desrgnated as “Unqualrﬁed Data” ).-
_ | Data that were not acquired or developed in accordance with-
-an approved Quality Assurance program that meets 10 CFR |

Part 60 Subpart G, and do not meet the deﬁmtron of

‘accepted. ”

This change clarifies that existing data mclude all data that

are not quahﬁed or accepted
| The deﬁmtlon of qualrfied data was modrﬁed as follows

Qualified Data - Data acquired or developed urider an '

approved Quality Assurance program that meets the
requirements of 10 CFR Part 60 Subpart G (i.e., qualified
from origin), or data that have undergone the qualrﬁcanon
process _

This definition was modified to change “collected” to
“acquired” because the term “acquired” is used in
Supplement III and has been defined. “Qualified from

. origin” is used to distinguish these from data whxch have
undergone the qualrﬁcatxon process .

This is not a reduction in commitment: - .

-~




