
* Mr. Ronald A. April 19, 1996
~- ' Mr. Ronald A. M_)r,\_,ector _

for Program Management and Integration
Office of Civilian Radioactive Waste Management
U.S. Department of Energy, RW 30
1000 Independence Avenue, S.W.
Washington, D.C. 20585

SUBJECT: RESULTS OF THE APRIL 15, 1996, QUALITY ASSURANCE MEETING

Dear Mr. Milner:

This letter summarizes the results of the U. S. Nuclear Regulatory Commission
- U. S. Department of Energy (DOE) quality assurance meeting that was held on
April 15, 1996. The meeting, from 1:00 to 3:45 p.m. EST, was held by
videoconference between DOE contractor facilities in Las Vegas, Nevada, and
Washington, D.C. The purpose of the meeting was to discuss DOE's proposed
response to NRC concerns expressed in my letter to you (dated March 18, 1996)
regarding Revision 5 of the Office of Civilian Radioactive Waste Management
Quality Assurance Requirements and Description document (QARD - DOE/RW-0333P)
dated October 2, 1995. Your letter of December 28, 1995, transmitted Revision
5 to the NRC.

Enclosure 1 is a list of those at the meeting. The State of Nevada and
affected units of local government were informed of the meeting and invited to
participate, but they did not.

Enclosure 2 lists the NRC's concerns and the proposed DOE responses. Each of
these was discussed during the meeting. While the proposed responses were
generally Judged to be acceptable, suggestions for clarification and comments
discussed during the meeting will aid the NRC staff in resolving its concerns.
Unless new concerns arise during the staff's review of the formally submitted
responses, we expect to be able to note the acceptability of Revision 5 of the
QARD. DOE indicated that the DOE schedule for formal response meets the NRC
requested schedule.

If you have any questions regarding this letter or the meeting, please contact
Jack Spraul of my staff. He can be reached at 301-415-6715.

Sincerely,
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John H. Austin, Chief
Performance Assessment and High-Level

Waste Integration Branch
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CC List for letter to R. Milner dated April 19, 1996

cc: C. Johnson, State of Nevada
S. Zimmerman, State of Nevada
J. Meder, Nevada Legislative Counsel Bureau
M. Murphy, Nye County, NV
M. Baughman, Lincoln County, NV
D. Bechtel, Clark County, NV
P. Niedzielski-Eichner, Nye County, NV
B. Mettam, Inyo County, CA
V. Poe, Mineral County, NV
W. Cameron, White Pine County, NV
R. Williams, Lander County, NV
L. Florenzi, Eureka County, NV
J. Hoffman, Esmeralda County, NV
C. Schank, Churchill County, NV
L. Bradshaw, Nye County, NV
W. Barnard, NWTRB
R. Holden, NCAI
A. Melendez, NIEC
R. Arnold, Pahrump, NV
N. Stellavato, Nye County, NV
S. Brocoum, YMPO
W. Barnes, YMPO
D. Horton, YMPO
F. Rodgers, DOE/Wash, DC



NRC/DOE QUALITY ASSURANCE MEETING

APRIL 15, 1996

ATTENDANCE LIST

NAME IORGANIZATION |PHONE

(Las Vegas, Nevada)

Therien, John QATSS (702) 794-7862

Harrris, Steve QATSS (702) 295-7840

Dana, Steve QATSS (702) 794-7176

Hampton, Catherine DOE (702) 794-7973

McDaniel, Mary QATSS (702) 794-7592

Humphries, Cindy QATSS (702) 794-7742

Spence, Richard DOE (702) 794-7504

Greene, Hank QATSS (702) 794-7369

(Washington, D.C.)

Rogers, Fred DOE (202) 586-9313

Spraul, Jack NRC (301) 415-6715

Wagner, Lester QATSS (202) 488-5420

Clark, Bob DOE (202) 586-1238

Weber, Carl DOE (202) 586-2111

Peck, Richard QATSS (202) 488-5438

ATTACIMENT 1
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Page I of 13
RESPONSES TO THE NRC'S

REQUEST FOR ADDITIONAL
INFORMATION

CONCERN:
1. Revision 5 of the QARD no longer requires that the daho rations Office and the

Oak Ridge Operations Office operate in accordance with e RD as was required
in Section 1.3.3.A. 1 of Revision 4. Replace the corn ment or indicate why this
would be inappropriate.

RESPONSE:
The operations offices identified in the QARD,,evi n 4, no lo r perform work
that is subject to the QARD. The work for w ese offices h responsibility has
either been terminated or transitioned to the &O.

CONCERNM' 
2. In Revision 4, Section 2.2.2 indicated erI one Q-List, maintained by OCRWM.

Revision 5 indicates there may be more than o ist with the responsibility for
maintenance not specified. This appears to be a r on in commitment. Section
17.2.1 has changed terminology from "the Q-List" tu"a Q-List." Discuss why the
changes are appropriate.

RESPONSE:
As indicated in the Introduction and on 1, the QARD applies to more than just
the Yucca Mountain element. Rather an reduction in commitment, this change is
an expansion of the £ contained G 1318 (regarding Q-lists) to other
program elements ( g., in m sto ge. Responsibilty for maintenance of Q-lists
are described in i ements.

CONCERN
3. Clarify why Section 2. ger includes the activities of "dismantling,

decommissioning, and pe t closure."

RESPONSE:< E
Sin ismantling, mmissioning, and permanent closure are future activities, they
we ed to provi focus on current needs. It was always the intent of the

Q onlyyhough operation. The inclusion of these post operation
activities in pes of Section 2.2.3.B was in error. At the appropriate time the
QARD will be iewed and revised as necessary for these post operation activities.

ATTACHMENT 2
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Page 2 of 13
RESPONSES TO THE NRC'S

REQUEST FOR ADDITIONAL
INFORMATION

CONCERN:
4. Revision 5 of the QARD has taken the responsibility for mpagement assessments

from the senior management of each Affected Organizati assigned it to the
Office of Civilian Radioactive Waste Management. Di ss how the Office of
Civilian Radioactive Waste Management is meeting th responsibility.

RESPONSE: 3 
OCRWM is meeting this new responsibility through impleme on of OCRWM
Quality Assurance Procedure QAP 2.7, Revisi This activity as elevated to the
Director, OCRWM level since there is a sin e Quality Assurance (QA) program, as
described in the QARD. This QA progra s im mented by several Affected
Organizations. Since the purpose of the age % ssessment is to verify the
adequacy and effectiveness of the OCR rogram, OCRWM Management is
of the opinion that a macro look at the QA pr wi *n and across organizational
boundaries would be more effective from a QA pr point of view than several
micro view assessments, none of which look at the exire QA program, This
philosophy is consistent with the reengineeing of the OCRWM audit program
whereby the OCRWM Office of has assumed responsibility for all
audit activities within Affected Org iza s.

/ Y;;
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RESPONSES TO THE NRC'S

REQUEST FOR ADDITIONAL
INFORMATION

CONCERN:
5. Revision 5 of the QARD (Section 2.2.9) has limited the documents requiring review

to implementing documents and documents that specify and quality
requirements." This could be interpreted to mean that uments such as data
analyses and software program descriptions no longer re review in accordance
with the section. Justify or delete the limitations ad Si 5.

RESPONSE:
In previous QARD revisions, Section 2.2.9 Documents shI be
reviewed ..... " The term "Documents" is all inclusive term i.e.,
Nonconformance Report, Deficiency Repo et As a result of the term not being
bounded, implementation of the require t was nsistent among the Affected
Organizations. The change made in Qsion 5, has provided clarification of
the intent of the requirement as well as the in IO R50, Appendix B.

Documents other than Implementing Documents and ose documents that prescribe
technical and quality requiree ould be the output of an Implementing Document
or a document that specifies tec uirements. Review criteria for
these documents are as prescribed the oveng document.

Additionally, Section 2.2.10 requires "at, Any additional requirements specified by
the applicable section ARD" al pply. Several QARD sections impose
specific review crite , i.eection 3, ection 5, Supplement I, etc. The examples
of documents iden ied in yc are, in fact, required to be reviewed by
Section 3 and Su r ely.

CONCERN: G
6. The last i e QARD tion on document review (2.2.10F) still requires

docume on olution of only "Mandatory comments." Expand this
requi ent to all ents or describe why this is inappropriate.

QARD, S o ./Paragraph 2.2. 10F was ngi revised in Revision 5. This
limitation has invoked in an effort to solicit all comments, whether or not they
are within the jew criteria considerations specified in the QARD, Section 2.0,
Paragraph 2.2.10. These non-mandatory comments are evaluated by the document
preparer, and if deemed appropriate, they are incorporated. Mandatory comment is
defined in our implementing document. This definition will be incorporated into the
next QARD revision.
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RESPONSES TO THE NRC'S

REQUEST FOR ADDITIONAL
INFORMATION

CONCERN:
7. The section, "Quality Assurance Program Information Man ement," (2.2.10) no

longer requires that "Each manager of a quality assurance ization shall report
quality assurance information to... the quality assurance ganization of the next-higher
level affected organization." Justify this apparent red of commitment or replace
the commitment.

RESPONSE: w

The change made provides clarification relativ e types of inf rmation to be
provided to management in order to appraise e QA program. The types of
information to be provided to Affected Or izat management, i.e., audit reports,
surveillance reports, trend reports, and eme ssment reports mandate the
distribution of these reports to appropri ment. The commitment to keep
appropriate management appraised has not bee ed. However, the self imposed
requirement for this information to be transmittednext-higher level
organization" has been deleted with no impact to the ffectiveness of the QA
Program. Further, now that oms all audits and program trending, we (the
highest level QA organization) ha erinent information through the
common Deficiency, NCR, and Tr D Bas.



Page 5 of 13
RESPONSES TO THE NRC'S

REQUEST FOR ADDITIONAL
INFORMATION

CONCERN:
8. QARD Section 3.2.3C no longer addresses calculations, Section 3.2.3D.4 no

longer addresses the designation of assumptions, "that St be verified (confirmed?)
as the design proceeds," and QARD Section 3.2.5E er addresses the
requirement that necessary verification (confirmatio .) ents be specified in
the design documents or in supporting implementi docume fy these
apparent reductions of commitment or replace them QARD, Sin 3.2.5B, refers
to assumptions that require "confirmation" ra an verificatio.)

RESPONSE:/ v
1. QARD. Section 3.2.3C- Section 3.2.3.C stat e QARD, Revision 4, will be

incorporated into the next revision of t

2. OARD. Section 3.2.3 D.4- This section was ith the idea to add words that
strengthen the entire scenario in sections 3.2.3 D.4, 2.1 D, and 3.2.5 B. The intent
is to assure that assumptions ne sWX to perform the design were adequately
described, reasonable and where fled as requiring confirmation as the
design proceeds (reference section.2.5

3. Verification versus confirmation- The or "verification" was replaced by the word
"confirmation" in the riate text ection 3.0 in order to eliminate apparent
confusion over the i plem tion f D sign Verification. The changing of these
words now clearly ints o t ements for the appropriate implementation of
Design Verifica as is tions 3.2.4, 3.2.5, 3.2.6, and 3.2.7.
Regardless, in confirmation" of the design process occurs through the
various design contro scecks, i.e. Discipline Checking, Interdisciplinary
Checking and various Ma ent reviews.

4. Regardg ent concerning Section 3.2.5 E, the wording was modified to
clear express the uirements for the conduct of a Design Review. This was done
to e the confus n in the section related to the word "verification", which is

infpp i and e reference to "implementing documents", which is covered in
Section 5. RD. The requirements to assure that design inputs have been
"correctly sel and incorporated" still exists and is appropriate to the "interfacing
organizations".
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RESPONSES TO THE NRC'S

REQUEST FOR ADDITIONAL
INFORMATION

CONCERN:
9. QARD Section 6.2.3 no longer requires document review r to approval and

issuance," nor is this a requirement in Section 2.2.10 th is referenced in Section
6.2.3. Justify this apparent reduction of commitment ace the commitment.

RESPONS E:
The term "prior to approval for release," will be in rated mt e next revision
of the QARD. Implementing documents requi reviews be pleted prior to
the release of the document. Consequently, is omission has had no impact to the
effectiveness of the QA Program.

CONCERN:
10. QARD Section 6.2.5A now indicates that doc ma be "made available to"

rather than "distributed to" the work location. Dehow this revised system
functions; include a description of how disposition ofuch documents is controlled to
ensure that they are not used to work after they are obsolete or superseded
(6.2.5C).

RE:SPONSE: 
QARD Section 6.2.5A - "Made availa e to" was added to accommodate the
electronic distribution edures. 0 procedures are now available "on-
line" as well as throIh no distbutin as "hard copy." Essentially, the system
is the same, we ju revised ino y



Page 7 of 13
RESPONSES TO THE NRC'S

REQUEST FOR ADDITIONAL
INFORMATION

CONCERN:
11. QARD, Section 12.2.3A.2 no longer requires the calibr

equipment that produces results suspected to be in error.
reduction of commitment or replace the commitment. d

and test

RESPONSE:
The requirement is now addressed in QARD,

CONCERN:
12. QARD Section 16.2.3 no longer requires th

extent of the adverse condition (or the ink
and remedial action. Justify this appar
commitment.

isible management document the
4fconditions adverse to quality)
of commitment or replace the

RESPONSE: I
The requirement to "investigate Qitions adverse is now addressed in QARD
Section 16.2.3B. The new wordi rose of the investigation, i.e., to
determine "the extent of condition. The "document" the investigation is
understood. If the investigation was ocumented, implementation could not be
verified.

13. QARD Section 17. 5A no r ires that the implementing document for
storing and prese Q eovides "a method for verifying that the quality
assurance recod IY ile and complete." Justify this apparent reduction of
commitment or replace - mtment.

RESPONSE: G
The res nsibili ensuring that records are legible and complete rests with the
indivi (s) creatin e record. The records "storage" procedure is not the
app e place for s requirement to be implemented. This requirement is now
m e a ately a ressed in QARD Section 17.2.2B and 17.2.3.D.



Page 8 of 13
RESPONSES TO THE NRC'S

REQUEST FOR ADDITIONAL
INFORMATION

CONCERN:
14. Because of the extensive revision to Supplement I and the at all changes thereto

are not highlighted with revision lines (for example, see age 6), it is difficult to
determine whether there has been a commitment reduc It appears that the
following requirements in Revision 4 of the QARD y in Revision 5:
Sections .2.6B.3, .2.6D, .2.6E.1, 1.2.9, and th nd r e of I.2. 10B.
Identify where these requirements are in Revision 5, tify their mation, or
replace them.

RESPONSE:
Section of Revision 4, I.2.6B.3 is now coed in onfiguration Management
section of Revision I.2.6B.2.c. This 1 res the information be submitted to
those organizations affected by the change.
Section .2.6D from Revision 4 is now covered in on 5, Sections 1.2. A.3 and
1.2.1B.4. The requirement is imposed on both devel /modified and acquired
software. There is no longer th "Scienti and Engineering," in Revision
5.
Section I.2.6E. 1 from Revision 4 i ow iu in the Section .2.5A in Revision 5.

The two sections of I.2.5A are conside tisfactory, since there was no specific
information included i tion of R sion 4, "Functional Requirements."
Section 1.2.9 of Rev on 4 s deleed. e requirements in 1.2.6 of Revision 5
cover this informa n in co 11jwihe records requirements of Section 17 (see
17.2.3C and 17..
The second req f Section 1.2. 10B, Revision 4, is covered in Section 3 and
Supplement III of Rev (se 3.2.3D.5, 3.2.5, III.2.3, and 111.2.4).



Page 9 of 13
RESPONSES TO THE NRC'S

REQUEST FOR ADDITIONAL
INFORMATION

CONCERN:
15. It appears that the requirements of III.2.2D, III.2.3A, III. . III.2.4D.3, and

111.2.5 in Revision 4 of the QARD may not be in Revis'n 5. Identify where these
requirements are in Revision 5, justify their eliminatio replace them.

RESPONSE: F 
Section III.2.2D. - This section was a repetitive req ment and not need to be
included in Supplement HI of the QARD. Sec .0 and 6.0 air dy apply, just as
other applicable requirements apply without ing repeated in this section, such as
training requirements from section 2.0 and ecor equirements from 17.0.

Section III.2.3.A. - This requirement i in Section II1.2.3.A., Revision
5. Changes were intended to simply clarify in The hrase "indicate usability,
and document validation status," caused confusion e intent is that data be
identified in a manner that support the traceability of e data; this includes
traceability to the documentation initially identi ies or presents this data and to
documentation of activities that s e data.

m.2.4.A. - This requirement is emb i in Section 111.2.4, Revision 5. The term
"validation" caused confusion; the intt was that the data were technically reviewed.
That the review must mented an e reviewer independent from the data
"acquirer" or devel er" 1 learly stat in Revision 5. A review for technical
adequacy is a broa term th i aspects such as technical correctness,
compliance with mmpl ei uments and/or scientific notebooks that control
the acquisition ment of the data, and in the case of developed data the
appropriateness or sui f e source data for the application.

III.2.4.D. urce of ie requirements is NUREG-1298, Section V.,
Discussj n whic s Attributes which may need to be considered in the
quali tion process ... " This "how to" guidance has been considered for
in in the E procedure addressing qualification.

I.2.5. - ment stated in Revision 4, Section I.2.5.A. is already
addressed by S In H.2.3.B. which requires that data be identified and traceable
throughout the i etime of the data. Whenever data are used they will be cited as
source (input) data. Section I.2.4 also requires a documented, independent review
of developed data to confirm the technical adequacy; this review would include
confirming the suitability of the source (input) data for the application. This is
comparable to QARD Section 3.2.1 A. which requires design inputs to be identified
and their selection reviewed and approved.

CONCERN:
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RESPONSES TO THE NRC'S

REQUEST FOR ADDITIONAL
INFORMATION

16. QARD Section 11I.2.4 requires that: "A documented independent review of acquired
and developed data shall be performed to confirm technical adequacy." Clarify what
is meant by "technical adequacy" as used in this context.

RESPONSE:^
A review for technical adequacy is a broad term th in spects such as
technical correctness, compliance with the imple dting do/or scientific
notebooks that control the acquisition or develome f the dat d in the case of
developed data the appropriateness or suitabil the source da for the application.

CONCERN:
17. QARD Revision 5, in Section 111.2.5, u "unq data;" and this term is

defined in the glossary. In its use and tion, the term appears to be
equivalent to the term "existing data" in i1U 98 "Qualification of Existing
Data for High-Level Nuclear Waste Repositories uary 1988. QARD Revision
5 deleted the use of "existing data." The term "un alified data" has an implication
that the data cannot be qualifie the term "existng data" does not have. We
request that DOE again adopt th RG 1298 or discuss why this is
inappropriate.

RESPONSE:
The term "unqualified was inco ted as a suggested clarification and it was
not intended to imp that data nnt be qualified. As we move further away
from the era befor an app FR 60, Subpart G, program the meaning of the
term "existing "is n asr nderstood as "unqualified data" even though
the basis of th e of "unqualified data" is NUREG 1298. Please note that a
definition for qualifi as een added to the Glossary which clarifies that
qualified data are that dat are either initially acquired or developed under a
NRC app ity assu ce program or unqualified data that have been qualified
in aeeofanee w QARD.
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RESPONSES TO THE NRC'S

REQUEST FOR ADDITIONAL
INFORMATION

CONCERN:
18. The first sentence in III.2.5A, "Unqualified (Existing) data ay be used without

qualification in scientific investigations and design activiti pears to be too
general; particularly in the light of the first portion of S tion III.2.5D that says:
"Unqualified (Existing) data directly relied upon to ad ety and waste isolation
issues shall be qualified..." Clarify.

RESPONSE: 
QARD Supplement II.2.5A was incorporated sistency wi QARD Section
3.2.4E which authorizes the use of "unverifi designs, provided the "unverified
portions of the design are clearly identified d c rolled." However, the
"unverified" portion of the design must "rifi r relying on the item to
perform its function." Similarly, unqu may be used in scientific
investigation and design activities provided tra t the "unqualified" status is
maintained. QARD Supplement III.2.5D further r s that unqualified data
directly relied upon to address safety and waste isola n issues shall be qualified."
The use of either unverified desi un ualified data is a risk methodology.
However, in both cases the design ried/qualified prior to relying on
the item to perform its intended function. helationship between Supplement
III.2.5.A and III.2.5.D will be clari1 the next QARD revision.
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RESPONSES TO THE NRC'S

REQUEST FOR ADDITIONAL
INFORMATION

CONCERN:
19. QARD Section III.2.5C, "Data considered as established fa t by the scientific and

engineering community do not require qualification," con ith Section II of
NUREG 1298 that states: "All data used in support of license application that is
important to safety or waste isolation must ultimately fied to meet the
requirements of 10 CFR 60, Subpart G." This con ct she resolvable (and
resolved) with the understanding by both DOE antC that ht" given to
data during the licensing process will be dependent u n its docu ted quality and
reliability or "goodness." Since this item is b the scope of ARD review, it
will be carried as a separate open item in s Open Item Tracking System until
resolved.

RESPONSE:
The change made to the QARD, Supplement , i not a departure from that
which was accepted by the NRC in the QARD, R 0 through 4. NUREG 1298,
Section III, excludes "information which is accepted y the scientific and engineering
community as established facts (. neering handbooks, density tables,
gravitational laws, etc.)" from th isting data." OCRWM has opted,
for clarification purposes, to use th term un ified data" in lieu of "existing
data." The definition of unqualifi Ia," as delineated in the QARD glossary is
almost identical to the definition for isti g data" in NUREG 1298. Therefore,
"information which is, by the tific and engineering community as
established facts," is j.. co dered to b existing" or "unqualified" data. Since this
data is n= "existi or u data, the requirements specified in NUREG
1298, Section I ativeo q cation of data" do ngt apply to this data. This
position was agduring the March 27, 1996, DOE/NRC Quality Assurance
Information Exchange C ference.

CONCERN: 
20. The co itment RD Section HI.2.6B that states: "Models of natural

phen ena shall be idated..." may not be achievable in all cases. We suggest
inse, ords like the extent possible" or "to the extent practical" after

Zv ida so, splice model validation requires data as stated in Section II.2.6C,
we suggest words like "as a surrogate" after "used" in Section III.2.6C. I so
that the section s: "When data are not available from these sources, alternative
approaches sha documented and used as a surrogate for model validation."

RESPONSE
Suggestion will be considered for incorporation in the next QARD revision.
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RESPONSES TO THE NRC'S

REQUEST FOR ADDITIONAL
INFORMATION

CONCERN:
21. QARD Supplement V requires Affected Organization to establish controls for the

electronic management of data. Discuss why these contro not require the
inclusion of the qualification status of the data and trac ility of the data to a
specified source.

RESPONSE: K

The requirements for data qualification status and trability to i urce is in
Section 3 or Supplement III (see 3.2.1, 111.2.3 11.2.5). Sup ement V is written
to address the tool used as a controlled sourc, to place the data into for later retrieval
and use in further investigative studies (e. da s, spreadsheets, matrices, etc.).


