Department of Energy
Washington, DC 20585

FER 24 1993

Mr. Joseph J. Holonich, Director
Repository Licensing & Quality Assurance
Project Directorate
Division of High-Level Waste Management
Office of Nuclear Material Safety
and Safeguards
U.S. Nuclear Regulatory Commission
Washington, D.C. 20555

Reference: Ltr, Roberts to Holonich, dtd 7/20/92
Dear Mr. Holonich:

Enclosed (enclosure 1) is the Yucca Mountain Site
Characterization Project Office (YMPO) technical assessment (TA)
performed to qualify existing data used as the basis for
conclusions in the U.S. Department of Energy’s (DOE) topical
report, "Evaluation of the Potentially Adverse Condition of
Extreme Erosion During the Quaternary Period at Yucca Mountain,
Nevada." The data forming the basis for this assessment was
collected prior to DOE approval of the U.S. Geological Survey
(USGS) and Los Alamos National Laboratory (Los Alamos) quality
assurance (QA) programs (reference).

The U.S. Nuclear Regulatory Commission (NRC) published NUREG-
1298, "Generic Technical Position on Qualification of Existing
Data for High-Level Waste Repositories," to provide guidance to
DOE regarding the process by which existing data should be
qualified to meet the requirements of Title 10 Code of Federal
Regulations Part 60, Subpart G. DOE implemented Administrative
Procedure 5.9Q, Revision 2, "Qualification of Existing Data,"
(enclosure 2), to allow a qualification process for project data
gathered prior to DOE approval of a QA program that meets Title
10 Code of Federal Regulations Part 60, Subpart G. The
qualification process itself was carried out by means of a TA in
accordance with YMPO Quality Management Procedure 02-08, Revision
1, "Technical Assessment," (enclosure 3).

This TA empaneled a team of five qualified geoscientists who

examined: (1) all directly related technical and QA procedures;

(2) relevant correspondence; (3) a sampling of scientific

notebooks; and (4) Los Alamos’ Independent Peer Panel review.

The TA Notice, Revision 0 and Revision 1, together with items 1-4
above, are part of the TA documentation package (enclosure 1). !
Enclosure 4 contains the USGS and Los Alamos procedures that were

examined. g
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The TA was conducted in two phases. In Phase I, the TA team
members compared technical and QA procedures in place for USGS
and Los Alamos that guided sample collecting, laboratory
analyses, and field measurements to the technical and QA
procedures that control these processes today. Phase II of the
TA verified that scientific notebooks used to document the
sampling, analyses, and field work conformed to and followed the
procedures in place during the time the notebooks were prepared.

The TA team determined that: (1) data gathering and evaluation
activities were conducted under controls of an equivalent QA
program, and (2) corroborative data exists to substantiate the
data examined. The TA team also factored into their assessment a
Los Alamos Independent Peer Review by leading geomorphologists
who examined the varnish cation-ratio age dating process used by
the principal investigators. The TA team concurred that this
technique was the best analytical technique currently available.

All five TA team members unanimously agreed that the age dating
process used and the application of that process to
interpretation of erosion rates completed prior to DOE approval
of Los Alamos and USGS QA programs can be qualified under current
Office of civilian Radioactive Waste Management Quality Assurance
Requirements Document, Revision 4, requirements.

On September 8, 1992 (enclosure 5), the DOE accepted the
recommendations of the TA team members. The conduct and
documentation of this TA was included within the scope of YMPO QA
audit 92-24 held on September 28-October 2, 1992. No concerns
were identified by the QA organization.

Consistent with DOE’s letter of September 3, 1992 (enclosure 6),
we request that NRC review the TA documentation and report any
concerns with the process that DOE has developed for data
qualification. Otherwise, future qualification efforts for
existing data sets will be undertaken in a similar manner.

If you have any questions, please contact Mr. Chris Einberg of my

office at 202-586-8869.

Dwight Shelor
Associate Director for
Systems and Compliance
Office of Civilian Radioactive
Waste Management

Sincerely,




Enclosures

1. TA Documentatlon

2. AP 5.9Q, Revision 2
(Not Record Material)

3. OMP 02-08, Revision 1
(Not Record Material)

4. Procedures Examined as Part
of the TA
5. Ltr, 9/8/92, Gertz to Distribution
6. Ltr, 9/3/92, Roberts to Holonich,
w/encls

cc: w\ enclosures /7?/4/U&) ¢2@%X%¢)éﬂ?x&{ﬁQ§422)

C. Gertz, YMPO (w\o enclosures)

T. J. Hickey, Nevada Legislative Committee
R. Loux, State of Nevada

C. Abrams, NRC

D. Bechtel, Las Vegas, NV

Eureka County, NV

Lander County, Battle Mountain, NV

P. Niedzielski-Eichner, Nye County, NV
W. Offutt, Nye County, NV

C. Schank, Churchill County, NV

F. Mariani, White Pine County, NV

V. Poe, Mineral County, NV

J. Pitts, Lincoln County, NV

J. Hayes, Esmeralda County, NV

B. Mettam, Inyo County, CA



Department of Energy
Yucca Mountain Site Characterization
Project Office WBS 1.2.5.2.2
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Larry R. Hayes, USGS, Las Vegas, NV
Julie A. Canepa, LANL, Los Alamos, NM

TECHNICAL ASSESSMENT (TA) FOR DATA QUALIFICATION AND SCIENTIFIC NOTEBOOK
DOCUMENTATION SUPPORTING U.S. DEPARTMENT OF ENERGY (DOE) TOPICAL REPORT ON
EROSION

The TA to qualify data and analyses performed prior to approval of DOE's
Quality Assurance Requirements Document has been completed.

Based on a review of the Technical Assessment Team's (TAT) assessment, the
Yucca Mountain Site Characterization Project Office (YMPO) is accepting the
recommendations of the TAT members and finds that the data and analyses, upon
which the conclusions in the topical report rest, are qualified in accordance
with YMPO Administrative Procedure 5.9Q, Revision 2, and consistent with the
guidance, U.S. Nuclear Regulatory Commission NUREG-1298, "Qualification of
Existing Data." The results of this TA will be included as an appendix to
the final topical report.

Before the topical report can be approved, we ask that your organization
arrange to enter the data contained in the scientific notebooks evaluated by
the TAT into YMPO's technical data management (TDM) system. The contact
identified below for the Civilian Radicactive Waste Management System
Management and Operating Contractor (CRWMS M&0) will negotiate a schedule
with your staff and the technical data manager for entry of this data into
the TDM system.

Let me add on behalf of YMPO that we are very pleased to see how smoothly
this process has worked, and that feedback from your staff indicates that the
process is simple enough to satisfy many Yucca Mountain Site Characterization
Project scientists’ concerns that a data qualification process not be unduly
burdensome.

If you have any questions, please contact either B. William Distel of the
CRWMS M&O at (702) 794-1827 or Thomas W. Bjerstedt at (702) 794-7590.

arl P. Gertz
RSED:TWB-5165 Project Manager



Multiple Addressees -2-

S. J. Brocoum, HQ (RW-22) FORS

L. J. Desell, HQ (RW-331) FORS

C. E. Einberg, HQ (RW-331) FORS

C. T. Statton, M&O/WCC Las Vegas, NV
B. W. Distel, M&O/WCC, Las Vegas, NV
J. L. Younker, M&O/TRW, Las Vegas, NV
M. A. Lugo, M&O/TRW, Las Vegas, NV

E. M. Weaver, M&O/Duke, Las Vegas, NV
R. W. Craig, USGS, Las Vegas, NV

J. S. Stuckless, USGS, Denver, CO

J. W. Whitney, USGS, Denver, CO

N. Z. Elkins, LANL, Las Vegas, NV

C. D. Harrington, LANL, Los Alamos, NM

SEP 0 8 1982
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Dear Mr. Holonich:

, a2t/
This letter is in response to recent oral reé%ééézé%%bm the U.S.

Nuclear Regulatory commission (NRC) feor clarification regarding

the U.S. Dapartment of Energy (DOE) position on qualification of -
existing data, in general, and on the need for qualification of
specific existing data at this time. DOE also wishes to clarify \
statements appearing in the minutes of the April 30, 1992,

DOE/NRC Quality Assurance (QA) Bimonthly Meeting that pertain to
this subject. -

!

e O™ _ Y

The NRC published NUREC-1298 (Generic Technical Position on
Qualification of Existing Data for Eigh-level Waste Repositories)
to provide guidance to the DOE regarding the use of information
not collected under 2 QA program that conformed to the
requirements of 10 Code of Federal Regulations (CFR) Part 60,
subpart G. The position taken by the staff in the NUREG (Section
IV, 1) states, npata related to systems, structures and
components important to safety, to design and characterization of
parriers important to waste jsolation, and to activities related
rherato which are used in support of a license applicaticn should
be qualified to meet the requirements of 10 CFR 60, Subpart G."

The need for "qualjfied” data applies to that data required to
support a license applicaticn. The NRC regulation, 10 CFR 60.17,
indicates that plans #or characterizing a site should be based on
available (not ngualified®) information. Therefore, the
systematic jidentification of all existing data which might need
to undergo a qualification process like that outlined in NUREG-
1298, as implemented by +he Yucca Mountain Site characterization
Project Office (TMPO) Administrative Procedure 5.9Q
(Qualification of Data or Data Analyses Not Developed Under the
Yucca Mountain Project Quality Assurance Plan), would be
premature at present.

9207170254 Spp
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T+ would not only be premature, but an inappropriate application
of resources for YMPO to undertake a general review of the
totality of data that might need to ke qualified at this time.
Rather, DOE prefers to focus on collecting the additional data,
and performing the analyses that have already been identified as
necessary in the Site Characterization Plan (SCP). The DOE
December 14, 1991, response to the NRC Site Characterization
Analysis (SCA) Comment 125 (enclosure 1) articulates this
position. The NRC indicated that it accepts this approach and
has closed this SCA comment in its July 31, 1991, evaluation of
the DOE responses to the SCA (enclosure 2).

With respect to when decisions wou.d be made about qualifying
data, DOE can state at this time that such decisions would be
made as our understanding of particular site processes mature.

Tt is DOE's intention to address the need for data qualification
as part of our issue resolution initiative. When DOE determines
that sufficiaent information bhas been developed to approach
resolution of an issue, the need for qualification of data to
support the technical basis of 2 DOE position would be addressed
at that time. For example, the DOE is preparing a topical report
on the subject of erosion that will implement a methodology for
qualifying data used to derive the conclusions contained in the
report. The NRC may wish to provide comments cn this methodology

when NRC reviews the topical report.

I+ would be an erroneocus conclusion to infer that the DOE

pelieves that the gquality of data regquired for preliminary design
and performance assessment calculations is unimportant, or that
documentation and traceability of that data is not required. To
the contrary, the data management Systens developed by IMPO
(specifically, the Reference Informatiocn Base (RIB]) are intended
to provide for the documentation of the quality and sources of
needed data. Further, the testing strategies described in the
SCP were developed to ensure that the data available to support a
license application will have been supplemented or corrcborated
by, or collected entirely under, a 10 CFR 60, subpart G, progran.
The evolution of available data, from t+he current preliminary
information to the nqualified” data anticipated at the completion
of site characterization, will be documented in the raecords
system and traceable through anngtations in the RIB, supporting

information in the Project Technical Data Base, and entries 1in
the Autcmated Technical Data Tracking Systeam.

DOE also wishes to clarify some statements made on page 2 of the
minutes to the DOE/NRC QA Bimonthly Meaeting of April 30, 1992
(enclosure 3), about data qualification. With respect to
qualifying past core samples, there are no plans to undertake

ification of any core taken before the current QA program was
accepted by NRC. In general, where traceability of the core is
an issue, it is DOE's intention tc rely on analyses of core,
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acquired from drilling activities performed under the accepted QA
program. New core may corroborate old core in specific
circumstances, but conduct of such an evaluation is purely
hypothetical at this time.

Santence 2 of paragraph 2 of the April 30, 1992, meeting minutes
is not correct. The DOE general approach to data qualification
is stated above. Lastly, the last two sentences of paragraph 2,
page 2, of the meeting minutes refer to the data qualification
exercise for the erosion topical report mentioned above.

This summarizes the current DOE position and status cn
qualification of existing data. Further dialogue may be needed
after DOE presents data to the NRC that has been qualified under
YMPO procedures.

If you have any questions, prlease contact Sharon Skuchko of my

office at (202) 586-4590.
Sincerely, Z

John P. Roberts
Acting Associate Director for
Systems and Compliance

office of Civilian Radicactive
wWaste Management

3 Enclosures:
1. DOE Response to SCA Comment 125
2. NRC Evaluation of DCE Response

3. Page 2 of Minutes for DOE/NRC QA Bimonthly Meeting,
April 30, 1992
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U.S. Buclear Regnlztorytzl-issien, vCaparic Technical Pesiticn o8
i#icavion of Existing Data for Ligh-lLevel Suclear Raste Repositoriss,”

trocecy CIZice ASRisisTIITIVE zroceduze (AR)-2.3Q cevisizz I, “QuaiiZilaticc
~¢ Sata or Data Anaiyses Not Jeveloped Under t3e Y33 Mounsaiz FrcTect
cuality Assusance plan,” was surnished ©3 tae U.3. Nuclear Regulatscy
comissica (NRC) 232 comment LS TEDICAIY 1950. Ccorxnents were zeceived ST
+ne NRC = MAZCZ, and caese which wvere imesrperated iito 2 zevisisz ¢ TS
sTsceduse, AD-é.3Q zavisidd 1, appzoTed oo JuiY 7, 1990.

me izslementacica ol chg recommencaticn caiiing %oz a .istizg, Ty Site
charactecizatiss 2lap acTiveiyy c? ezisTisg Sata that will Se quaiiiied I:tC
use iz licensing 2$ prematuse. -ientiiication of WhAICR XISTIZg data wouil
uadezgo the pIocess defizned 2 AR-€.3Q has nes, and wvill zet, e Z;ace pefsce
begiasing Site characcerizatich dara gathering anc analysis. GTusing site
characterizaticn, when datd s identified that sequires sajalificaricn’ By <=
orocess cascsipted 2 AR-5.3Q, the NRC vill ne izformed.

REFEIENCES:

7.S. Nuciear Requlatory Commissicn (NRC), 1987. Generic Technizal 22sizoct
b4

/-
== isiageish O fxiscinc Datad oz Hi

-lLevel Nuclear Waste
REDOSISS=1eS, NORLG~.298, Zrepazed by w.D. Altmal, T.F. Dotnelly, and

#

J.5. Xeonedy.
parzment of gaergy (0OD), 1990. valificaticn, Data o Datd Analvses

Qualificaticn. Data of Zab3 ——om==

ar=3.5Q,

. (3

T.S. De
Net Developed under the Yuccs: Meuntain ity Assuzance ?las,
28V L, O0E, Veqas, Nevada.

296



0148—

Section 8.6.4.1 Quality Assurance before Site Characterization

SCA COMMENT 125

This section states that data was gathered during site exploration from 1877 %0
1586 which may bs used for charactarization and ts support a license
application. It further statss that if any data is identified as primary
information in support of items ang activities important to safety or waste
isolation, the data will pe qualified against the current QA program on i
case-by=-case basis in accordanca with approved administrative procedures
incorporating the guidance provided in the U.S. Nuclear Reguiatory Commission's
nGeneric Technical Pesition of Qualification of Existing Data for High-Level
Nuclear wWasts Repositories,"” NUREG-1298, 1387.

0OE has not identified the existing data that will be used in the licensing
process and needs to be qualified, nor have they submittsd the procedures whicn

will be used %o qualify existing data.

EVALUATION OF DOE RESPONSE

0

In October 1990, OOE supmitted Yucca Mountain Project Administrative
Procedure (AP) 5.9Q "Qualification of Data or Data Analyses Not Developed
Under the Yucca Mountain Project Quality Assuranca Plan," Revision 1 datad
July &, 1990, to answer the staff's guestions concerning the qualification
of existing data. The staff has reviewed AP-5.3Q for conformance with the
NRC Generic Technical Position on Qualification of Existing Data for
High-Level Nuclear Waste Repositories, NUREG 1298 and finds it acceptable.

00E has indicated that identification of existing data that requires
iqualification” by the process described in AP=5.9Q will only be made
during site characterization data gathering and analysis. The NRC will be
informed at that tige, and the staff will svaluate the actual compliance

with AP-5.%Q.

The NRC staff considers this comment closed.

ENCLOSURE £



Nex%, OOE presented information cn efforts =2 qualify past core sampies. OCE
s=atea tnat it currently has no pians <9 qualify past core sampies, Sut
insteac the samples will be usea cnly &s csrroborating data.

The third presentation by DOE was about -ne status of its efforts to define,
evaiuate, or quaiify data tnat were not produced under an accepted QA pregram.
At present, COE has no plans to cualify any data produced befcre QA progrims
were accepted. An internal DOE letter of September 12, 1891, so states. Qata
being generated now will be collected in accordance with a gualified prcgram.
NRC 2sked DOE whether the basis for determining when data is quaiified is tne
date of DOE program approval or the date of NRC program acceptance. COE agreec
20 state the basis for determining when data is qualified. The State asked
whether Administrative srccedure AP 5.5Q precludes the possibility of taa Gata
peing accepted because i+ was collected under 2n approved QA program. OQE
~esponded that bad aaza would e recorded as deficient and would have <0 ¢9
shrough @ QA corrective ection program. Later in the meering, USGS stated trnas
<ne M&O is preparing & package on quaiifying past data on soil samples by peer
reyiaw. This topic will be discussed at the May 27, 1992, technical exchant

on ergosicn.

Next on the agenda was DOE's presentation on the Quality Concerns Prcgram

(see Attachment 3). In response to an NRC question, DOE said that neither
empioyee quality concerns or their resclution would be put into the POR. The
NRC asked OOE to provide a breakdown of the origin of the concerns raised 0
date, {f it doss not viclate the confidentiality of the contributors. 1N TesdCnsi
to a question from Edison Electric Institute, DOE stated that no concerns

nave been raised that would cause them to take major action, and that a number
of concerns had been jdentified eariier and wers being corrected. Nye County
asked about the process for closure of concerns. OOE explained the process ot
investigation and closure of concerns and indicated that there had bDeen some
appeals, but generaily closure was satisfactory.

DOE, NRC 2nd the State then discussed the mini-audit (1imited—scope audiz)
process. The NRC stated that preparation for mini-audits was more gifficult
for zhe technical staff when technical checklists and technical precedures are
not available before the entrance meeting. The Stats added that early receipt
of prograsmatic checklists would also be helpful. DQE stated that the purpose
of the audits s not %o catisfy the NRC or the State but to determine the
effectiveness of the QA programs. Howaver, DOE will try to assist the NRC and
the State at the same time. OOE stated that it {s not satisfied with either
the mini-audit process or the annual programmatic audits with respect to the
information being provided to 00E managers. OOE is considering treating the
participants as vendors and doing 2 programmatic (compiiance) audit triennially
with annual evaluations and technical performance (vertical slice) audits
whenaver work dictates. A decision has not yet besn made. The NRC stated its
1ikely preference for at least an annual evaluation of any program doing signif
amounts of work. The State asked that “annual evaluation” be defined. DOE
stated that it may be any approach available, such as a desk

ENCLOSURE



