
ENCLOSURE 01 
 
Response Tracking Number: 00014-01-00  RAI: Volume 4, Chapter 2.5.1, 1st Set – Number 2 

Revision 1 of the Response to RAI Volume 4, Chapter 2.5.1, 1st Set – Number 
2: Clarify the apparent inconsistency between the Introduction and Section 2.1 of 
the Quality Assurance Requirements and Description (QARD) regarding use of a 
graded approach. (10 CFR 63.142(c)(1)) 

1. RESPONSE 

As the U.S. Department of Energy (DOE) states in its response to RAI Volume 4, Chapter 2.5.1, 
1st Set – Number 1, the DOE will not apply a graded approach with respect to the application of 
the Quality Assurance Program to important to safety (ITS) and important to waste isolation 
(ITWI) structures, systems, and components (SSCs) and related activities; however, as explained 
in the Introduction of the Quality Assurance Requirements and Description (QARD), the DOE 
will apply a graded approach with respect to non-ITS/ITWI SSCs and related activities. 

2. COMMITMENTS TO NRC 

In addition to the revision discussed in response to RAI Volume 4, Chapter 2.5.1, 1st Set – 
Number 1, relative to ITS/ITWI SSCs, the DOE commits to further revise the QARD to clarify 
its application with respect to non-ITS/ITWI SSCs and related activities. The changes to be made 
to the QARD appear in Section 3 below and will be included in a future QARD update. 

3. DESCRIPTION OF PROPOSED QARD CHANGE  

In addition to the changes referenced in the DOE response to RAI Volume 4, Chapter 2.5.1, 1st 
Set – Number 1, the following statement will be added to QARD Section 2.1: 

 DOE will apply the QARD to non-ITS/ITWI SSCs and related activities using a 
graded approach, commensurate with the SSCs’ importance to worker and public 
safety, or the environment. 
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ENCLOSURE 02 
 

stResponse Tracking Number: 00015-00-00 RAI: Volume 4, Chapter 2.5.1, 1  Set – Number 3 
 

RAI Volume 4, Chapter 2.5.1, 1st Set – Number 3: Clarify the note in Section 
2.2.2 pertaining to the characterization measurements of commercial and U.S. 
Department of Energy (DOE) spent nuclear fuel used solely to satisfy safeguards-
related material control and accountability requirements. Provide justification and 
technical rationale for this position. 

1. RESPONSE 

Section 2.2.2 of the Quality Assurance Requirements and Description (QARD) describes the 
activities governed by the Office of Civilian Radioactive Waste Management Quality Assurance 
(QA) program. The note in Section 2.2.2 was intended to provide further clarification regarding 
the specific activities not applicable to the QA program. Characterization measurements are not 
part of the Material Control and Accounting program. The DOE has determined that the note is 
unnecessary because the intended clarification relates to the DOE receipt and possession of 
licensed materials. 

2. COMMITMENTS TO NRC 

The DOE commits to update the QARD by deleting the note in Section 2.2.2. The change to be 
made to the QARD appears in Section 3 below. 

3. DESCRIPTION OF PROPOSED QARD CHANGE 

QARD Section 2.2.2 will be changed so that it no longer contains the following note: 

 Characterization measurements of commercial and DOE spent nuclear fuel used solely 
for the purpose of satisfying safeguards-related material control and accountability 
requirements are not activities related to ITS/ITWI SSCs. 

 Page 1 of 1 



ENCLOSURE 03 
 

stResponse Tracking Number: 00017-00-00 RAI: Volume 4, Chapter 2.5.1, 1  Set – Number 5 
 

RAI Volume 4, Chapter 2.5.1, 1st Set – Number 5: Provide a technical basis 
and justification for the statement in Section 2.2.13B.7 where the applicant does 
not require documenting the rationale for revision to an expert’s initial assessment 
in the expert elicitation report. (10 CFR 63.101(a)(2); NUREG-1563, Branch 
Technical Position on the Use of the Expert Elicitation in the High-Level 
Radioactive Waste Program, Section 3, Staff Technical Positions, Step No. 7, 
Post-Elicitation Feedback) 

1. RESPONSE 

The U. S. Department of Energy has not required documenting the rationale for revision to an 
expert’s initial assessment in any of the expert elicitation reports used to support the pending 
License Application. This position reflects the Department’s view and experience that this 
approach allows the experts to appropriately weight new information without bias. Anchoring 
occurs when an individual gives disproportionate weight to an initial value (the anchor) and then 
adjusts the initial value insufficiently when more information is available. A documented 
position has the affect of imposing a strong anchor, and requiring documentation of the rationale 
for any changes to that opinion could further reinforce that anchor by creating the impression 
that changes of opinion are not expected and must be defended. Documenting revisions to expert 
evaluations can have the unintended consequence of anchoring the experts to their initial 
evaluations, making them reluctant to revise an evaluation after the feedback process. 

2. COMMITMENTS TO NRC 

None. 

3. DESCRIPTION OF PROPOSED QARD CHANGE 

None. 
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ENCLOSURE 04 
 

stResponse Tracking Number: 00018-00-00 RAI: Volume 4, Chapter 2.5.1, 1  Set – Number 6 
 

RAI Volume 4, Chapter 2.5.1, 1st Set – Number 6: Confirm that the DOE 
considers deviations as conditions adverse to quality. (10 CFR 63.142(q); Section 
16.2.1A of the QARD) 

1. RESPONSE 

The U.S. Department of Energy (DOE) considers deviations to be conditions adverse to quality. 
The term "deviation" is included in the Quality Assurance Requirements and Description 
(QARD) glossary itself (i.e., a departure from specified requirements) and in the definition of 
"defect"; "defective item" is, in turn, included in the definition of "condition adverse to quality" 
provided in the QARD glossary as well as in QARD Section 16.2.1A. Therefore, "deviation" is 
implicitly understood to be encompassed by the term "condition adverse to quality". 

2. COMMITMENTS TO NRC 

The DOE commits to update the QARD to explicitly state that deviations are conditions adverse 
to quality. The changes to be made to the QARD appear in Section 3 below and will be included 
in a future QARD update. 

3. DESCRIPTION OF PROPOSED QARD CHANGE 

QARD Section 16.2.1A will be changed to state: 

 A condition adverse to quality shall be identified and documented when a failure, 
malfunction, deficiency, deviation, defective item, or nonconformance is identified. 

QARD Glossary will be changed to state: 

 Condition Adverse to Quality – An all-inclusive term used in reference to any of the 
following: failures, malfunctions, deficiencies, defective items, and nonconformances. 
(NQA-1-1983, Supplement S-1). Included with the list of items above are deviations. 
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ENCLOSURE 05 
 

stResponse Tracking Number: 00020-00-00 RAI: Volume 4, Chapter 2.5.1, 1  Set – Number 8 
 

RAI Volume 4, Chapter 2.5.1, 1st Set – Number 8: Describe how each of the 
alternatives presented in the Technical Assessment Method for qualifying existing 
data described in Supplement III, Subsection III.2.7A.1 of the QARD provides 
assurance of quality equivalent to the four methods identified in NUREG-1298, 
Qualification of Existing Data for High-Level Nuclear Waste Repositories. (10 
CFR 63.142(a); NUREG-1298) 

1. RESPONSE 

The Technical Assessment Method for qualifying existing data described in Supplement III, 
Subsection III.2.7A.1, of the Quality Assurance Requirements and Description (QARD) provides 
assurance of quality equivalent to the four methods identified in NUREG-1298, Qualification of 
Existing Data for High-Level Nuclear Waste Repositories, because it follows the same formal 
process as those methods and considers the same qualification attributes to provide the desired 
level of confidence that the data are suitable for their intended use. 

Section III of NUREG-1298 defines the qualification of data as “A formal process intended to 
provide a desired level of confidence that data are suitable for their intended use.” Section IV.2 
of NUREG-1298 identifies four alternative methods, which, when used either alone or in 
combination as part of a formal evaluation process, may result in demonstrating the desired level 
of confidence that the data are suitable for their intended use: (1) peer review in accordance with 
NRC guidance, (2) use of corroborating data, (3) confirmatory testing, and (4) demonstrating that 
a quality assurance program equivalent to the NRC QA requirements has been used. 
Nevertheless, Section II of NUREG-1298 explicitly provides that “[o]ther methods [of qualifying 
existing data] may be proposed and will be reviewed for acceptability by the NRC on a case-by-
case basis.” Section V of NUREG-1298 also lists a series of attributes that may need to be 
considered to determine whether the desired level of confidence has been attained, irrespective of 
the method being used. 

The Technical Assessment Method has been reviewed and found acceptable by the NRC. The 
DOE first included this method in revision 8 of the QARD, which the NRC reviewed and found 
to be acceptable, as documented in a letter from M.J. Bell to A. Brownstein dated March 16, 
1998. 

Attributes for Consideration in the Determination of Confidence in the Data 
Commensurate with Use 

Section V of NUREG-1298 contains a set of attributes that may need to be considered in a 
determination that the desired level of confidence has been attained and that the data are suitable 
for their intended use. The same list of attributes is considered in the data qualification process, 
regardless of the method or combination of methods (including the Technical Assessment 
Method) being used to establish confidence in the data. 

Formalized Processes for Technical Assessment 

Approved and controlled project procedures are used to qualify data. The procedures provide for 
the documentation of the decision process and provide for the factors used in arriving at the 
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ENCLOSURE 05 
 

stResponse Tracking Number: 00020-00-00 RAI: Volume 4, Chapter 2.5.1, 1  Set – Number 8 
 
choice of the qualification method(s). Proceduralized considerations for determining if the 
Technical Assessment Method should be used to qualify data or used in combination with one of 
the other methods are described below. 

The Technical Assessment approach may be used when it is determined that an independent 
evaluation of the data by a subject matter expert is needed to raise the confidence of the data to a 
proper level for the intended use. 

Either of the following conditions could require using the Technical Assessment approach: 

1. The confidence in the data is in question because data collection procedures are 
unavailable for review, or the procedures used are not adequate. 

2. Documentation or proof of proper data acquisition is unavailable for review. 

If the Technical Assessment Method is used, project procedures require an independent 
evaluation of the data and available documentation by a subject matter expert who is independent 
from the data collection or data reduction process. It is required that documentation be traceable 
to the original source of the data (it is noted that the original source can be a scientific journal, 
publication, etc.) and that checking, review, and approval of the data (and data use) can be 
conducted without recourse to the subject matter expert that is qualifying the data. Project 
procedures require the evaluation to include one or a combination of the following: 

a. Determination that the employed methodology is acceptable. A discussion and 
justification that the data collection methodology used was appropriate for the 
type of data under consideration (used appropriate equipment, typical of scientific 
and industry collection methods, etc.). 

b. Determination that confidence in the data acquisition or developmental results is 
warranted. A discussion and justification that the data acquisition and/or 
subsequent data development (e.g., reduction or extrapolation) discussed in source 
documentation was appropriate for the type of data under consideration. This 
could include assurances that processes were conducted by qualified 
professionals; data were collected under proper environmental conditions; 
collected results and/or data development are appropriate, reasonable, and suitable 
for their intended use; etc. 

c. Confirmation that the data have been used in similar applications. A discussion 
and documentation that the data have been used in applications that are similar to 
those for which the data will be used. Past applications could include data used by 
the NRC or Environmental Protection Agency (or their subcontractors) in 
technical evaluation reports, in licensing proceedings or safety evaluation reports; 
by nationally/internationally recognized scientific organizations (International 
Atomic Energy Agency, International Radioactive Waste consortiums, etc.); or by 
the scientific community, including publications, peer reviews, etc. 
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ENCLOSURE 05 
 
Response Tracking Number: 00020-00-00 RAI: Volume 4, Chapter 2.5.1, 1st Set – Number 8 
 

 Page 3 of 3 

In summary, the Technical Assessment Method provides assurance of quality equivalent to the 
four methods identified in NUREG-1298 because it follows the same formal process as those 
methods and considers the same qualification attributes to provide the desired level of 
confidence that the data are suitable for their intended use. 

2. COMMITMENTS TO NRC 

None. 

3. DESCRIPTION OF PROPOSED QARD CHANGE 

None. 

 



ENCLOSURE 06 
 
Response Tracking Number: 00021-00-00 RAI: RAI: Volume 4, Chapter 2.5.1, 1st Set – Number 9 

RAI Volume 4, Chapter 2.5.1, 1st Set – Number 9: Confirm that the applicant 
retains total responsibility for assuring that entities who perform quality-affecting 
work, including waste custodians and their contractors (QARD, Appendix A), and 
Nuclear Regulatory Commission licensees/certificate holders and their contractors 
(QARD, Appendix C), comply with the applicable requirements of the QARD 
(10 CFR 63.1). Describe what review and verification actions the applicant will 
take to independently verify that entities that perform quality-affecting work 
implement quality assurance programs and perform work that complies with the 
applicable requirements of the QARD. 

1. RESPONSE 

The U.S. Department of Energy (DOE) retains responsibility for assuring that entities that 
perform quality-affecting work related to the geologic repository operations area, including 
federal waste custodians Environmental Management (EM) and the Naval Nuclear Propulsion 
Program (NNPP) and their contractors, as well as commercial licensees/certificate holders and 
their contractors, work under an accepted or approved Quality Assurance (QA) program. The 
DOE review and verification actions are described below. 

Environmental Management 

For EM waste custodians and their contractors, work related to repository disposal of EM spent 
nuclear fuel and high level radioactive waste is performed in accordance with the QARD. 
QARD, Paragraph A.2.2C, states EM and the Office of Civilian Radioactive Waste Management 
(OCRWM) jointly perform audits of EM waste custodians and their contractors. This 
requirement is implemented through participation of at least one OCRWM QA team member on 
all QA teams auditing EM activities. 

Naval Nuclear Propulsion Program 

For the NNPP, as stated in QARD, Paragraph A.2.1D, OCRWM has reviewed and accepted the 
NNPP QA Program as it applies to disposal of naval spent nuclear fuel in the repository. The 
NNPP QA program embodies the 18 quality criteria of §63.142, Quality Assurance Criteria. 
QARD Appendix A, Paragraph A.2.1E states that OCRWM monitors the NNPP QA program to 
ensure it remains acceptable to the OCRWM. Monitoring activities include periodic observations 
of NNPP QA program oversight of various NNPP QA program elements and contractor QA 
program activities, as well as annual reviews of NNPP QA audits, surveillance, inspection 
reports, implementing document revisions, compliance matrices, and organizational changes. 

Commercial Licensees/Certificate Holders and Their Contractors 

With respect to commercial licensees/certificate holders and their contractors, the QARD, 
including the proposed changes, below, sets forth DOE’s expectation that if these entities 
maintain and implement a QA program consistent with applicable NRC regulations, 10 CFR 
Part 50, 71, or 72, whichever may apply, then such a program provides QA requirements 
comparable to those in the QARD. Consequently, it is expected that quality-affecting work 
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ENCLOSURE 06 
 
Response Tracking Number: 00021-00-00 RAI: RAI: Volume 4, Chapter 2.5.1, 1st Set – Number 9 

performed by these entities under such a program will satisfy applicable QARD requirements 
through the equivalency of the programs and NRC’s prior, applicable (and ongoing) reasonable 
assurance findings. 

Prior to acceptance of commercial spent nuclear fuel or high level radioactive waste, DOE will 
perform reviews of commercial licensees and certificate holder quality-affecting work-related 
documentation to ensure that the work has been performed in a manner that complies with 
applicable QA requirements and, where applicable, the DOE Standard Contract. DOE will not 
accept any material for which applicable QA requirements have not been satisfied. Reviews that 
DOE will perform and the circumstances under which such reviews will be performed will be 
identified in procedures to be developed in connection with DOE’s request to receive and 
possess licensed materials. 

2. COMMITMENTS TO THE NRC 

The DOE commits to revise the QARD. The changes to be made to the QARD appear in 
Section 3 below and will be included in a future QARD revision. 

Also, the DOE commits to update the license application (LA), Section 1.5.1, to make it 
consistent with this RAI response. The change to be made to the LA appears in Section 3 below 
and will be included in a future LA update. 

3. DESCRIPTION OF PROPOSED QARD AND LA CHANGE 

The intent of these changes is to make the QARD and the LA consistent with RAI responses and 
correct typographical errors. 

QARD, Appendix A, a new Paragraph A.1.1A will be added to state: 

 This section contains clarification of requirements unique to the work associated with 
acceptance of SNF and/or HLW. The QA program requirements in 10 CFR 50, 71, and 
72 include provisions that are generally comparable to 10 CFR 63.142. Those 
programs provide controls comparable to those in the QARD. 

QARD, Appendix A, a new Paragraph A.1.1B will be added to state: 

 The QARD does not apply to non-OCRWM commercial licensees/certificate holders 
licensed pursuant to the provisions of 10 CFR 50, 71, or 72 that manage SNF and/or 
HLW in accordance with an approved QA program. 

QARD, Appendix A, Paragraphs A.1.1A and A.1.1B will be renumbered as Paragraphs A.1.1C 
and A.1.1D, respectively. 

QARD, Appendix A, Paragraph A.1.2B, the next to the last sentence, will be changed to state: 

 Federal waste custodians and their contractors must have a QA program that meets the 
applicable QA requirements of 10 CFR 63.142. 
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ENCLOSURE 06 
 
Response Tracking Number: 00021-00-00 RAI: RAI: Volume 4, Chapter 2.5.1, 1st Set – Number 9 

QARD, Appendix A, Paragraph A.2.3B.2.a., will be changed to state: 

 Subsection 2.2.2C and Subsection 2.2.2F—The requirements of these subsections are 
not applicable to EM waste custodians and their contractors. 

QARD, Appendix A, Paragraph A.2.3B.2.c., will be changed to state: 

 Subsection 2.2.7—The requirements of this subsection are not applicable to EM waste 
custodians and their contractors. 

QARD, Appendix A, Paragraph A.2.3B.2.d., will be changed to state: 

 Subsection 2.2.11F—The requirements of this subsection are not applicable to EM 
waste custodians and their contractors. 

QARD, Appendix C, Section C.1, the first paragraph, the second sentence, will be changed to 
state: 

 The QA program requirements in 10 CFR 50, 71, and 72 include provisions that are 
generally comparable to 10 CFR 63.142. 

QARD, Appendix C, Section C.1, the second paragraph, will be changed to state: 

 The QARD does not apply to non-OCRWM commercial licensees/certificate holders 
licensed pursuant to the provisions of 10 CFR Parts 50, 71, or 72 that design, fabricate, 
acquire, or use storage casks, transportation casks, canisters, or ancillary equipment in 
accordance with an approved QA program. 

A new paragraph will be added to QARD, Appendix C, Section C.1 to state: 

 DOE will, as appropriate, perform reviews of documentation to verify that 
quality-affecting work performed by commercial licensees/certificate holders and their 
contractors is performed in a manner that complies with applicable QA requirements 
and, where applicable, the DOE Standard Contract. 

QARD, Appendix C, Section C.2, the first sentence, will be changed to state: 

 The activities executed and products produced under the above mentioned QA 
programs have QA provisions applied to them that are comparable to the provisions of 
10 CFR 63.142. 

QARD, Appendix C, Section C.2.4 will be changed to state: 

 Handling, loading, verification, and maintenance of casks/canisters to be accomplished 
by utilities, vendors, or others will be subject to the provisions of their 10 CFR 50, 71 
or 72 QA programs, or the QARD if the former programs are not available. 
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Response Tracking Number: 00021-00-00 RAI: RAI: Volume 4, Chapter 2.5.1, 1st Set – Number 9 

 Page 4 of 4 

SAR Section 1.5.1, page 1.5.1-5, fourth paragraph, last sentence, will be changed to state: 

 Prior to acceptance of commercial spent nuclear fuel or high level waste, DOE will 
perform reviews of commercial licensees and certificate holder quality-affecting 
work-related documentation to ensure that the work has been performed in a manner 
that complies with appropriate QA requirements and, where applicable, the DOE 
Standard Contract. 



ENCLOSURE 07 
 

stResponse Tracking Number: 00022-00-00 RAI: Volume 4, Chapter 2.5.1, 1  Set – Number 10 
 

RAI Volume 4, Chapter 2.5.1, 1st Set – Number 10: Confirm that procurement 
documents at all tiers shall identify the documentation required to be submitted 
for information, review, or approval by the purchaser. (NQA-1 III.4S-1.2.5, 
Requirement 1; Section 4.2.1F of the QARD) 

1. RESPONSE 

The U.S. Department of Energy (DOE) Quality Assurance Requirements and Description 
(QARD) intended to require that procurement documents at all tiers identify the documentation 
required to be submitted for information, review, or approval by the purchaser. 

2. COMMITMENTS TO NRC 

The DOE commits to update the QARD to clarify that procurement documents at all tiers shall 
identify the documentation required to be submitted for information, review, or approval by the 
purchaser. The change to be made to the QARD appears in Section 3 below and will be included 
in a future QARD update. 

3. DESCRIPTION OF PROPOSED QARD CHANGE 

QARD Section 4.2.1 will be changed to state: 

 Procurement documents at all tiers of procurement shall include the following 
provisions to ensure quality as applicable to the item (including spare parts and 
replacements) or service being procured: 

QARD Section 4.2.1F will be changed to state: 

 The procurement documents at all tiers shall identify the documentation required to be 
submitted for information, review, or approval by the Purchaser. The time of submittal 
shall also be established. When the Purchaser requires the Supplier to maintain 
specific quality assurance records, the retention times and disposition shall be 
prescribed. 
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