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water flow in the vicinity of the dis-
posal system. The map(s) shall include
standard map notations and symbols,
and, in addition, shall show boundaries
of the controlled area and the location
of any active, inactive, and abandoned
injection and withdrawal wells in the
controlled area and in the vicinity of
the disposal system.

(i) A description of past and current
climatologic and meteorologic condi-
tions in the vicinity of the disposal
system and how these conditions are
expected to change over the regulatory
time frame.

(J) The information required else-
where in this part or any additional in-
formation, analyses, tests, or records
determined by the Administrator or
the Administrator’s authorized rep-
resentative to be necessary for deter-
mining compliance with this part.

§194.15 Content of compliance re-cer-
tification application(s).

(@) In submitting documentation of
continued compliance pursuant to sec-
tion 8(f) of the WIPP LWA, the pre-
vious compliance application shall be
updated to provide sufficient informa-
tion for the Administrator to deter-
mine whether or not the WIPP con-
tinues to be in compliance with the dis-
posal regulations. Updated documenta-
tion shall include:

(1) AIll additional geologic, geo-
physical, geochemical, hydrologic, and
meteorologic information;

(2) AIll additional monitoring data,
analyses and results;

(3) AIll additional analyses and re-
sults of laboratory experiments con-
ducted by the Department or its con-
tractors as part of the WIPP program;

(4) An identification of any activities
or assumptions that deviate from the
most recent compliance application;

(5) A description of all waste em-
placed in the disposal system since the
most recent compliance certification
or re-certification application. Such
description shall consist of a descrip-
tion of the waste characteristics and
waste components identified in
§§194.24(b)(1) and 194.24(b)(2);

(6) Any significant information not
previously included in a compliance
certification or re-certification appli-
cation related to whether the disposal
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system continues to be in compliance
with the disposal regulations; and

(7) Any additional information re-
quested by the Administrator or the
Administrator’s authorized representa-
tive.

(b) To the extent that information
required for a re-certification of com-
pliance remains valid and has been sub-
mitted in previous certification or re-
certification application(s), such infor-
mation need not be duplicated in subse-
quent applications; such information
may be summarized and referenced.

Subpart C—Compliance
Certification and Re-certification

GENERAL REQUIREMENTS

§194.21 Inspections.

(a) The Administrator or the Admin-
istrator’s authorized representative(s)
shall, at any time:

(1) Be afforded unfettered and unan-
nounced access to inspect any area of
the WIPP, and any locations per-
forming activities that provide infor-
mation relevant to compliance applica-
tion(s), to which the Department has
rights of access. Such access shall be
equivalent to access afforded Depart-
ment employees upon presentation of
credentials and other required docu-
ments.

(2) Be allowed to obtain samples, in-
cluding split samples, and to monitor
and measure aspects of the disposal
system and the waste proposed for dis-
posal in the disposal system.

(b) Records (including data and other
information in any form) kept by the
Department pertaining to the WIPP
shall be made available to the Admin-
istrator or the Administrator’s author-
ized representative upon request. If re-
quested records are not immediately
available, they shall be delivered with-
in 30 calendar days of the request.

(c) The Department shall, upon re-
quest by the Administrator or the Ad-
ministrator’s authorized representa-
tive, provide permanent, private office
space that is accessible to the disposal
system. The office space shall be for
the exclusive use of the Administrator
or the Administrator’s authorized rep-
resentative(s).
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(d) The Administrator or the Admin-
istrator’s authorized representative(s)
shall comply with applicable access
control measures for security, radio-
logical protection, and personal safety
when conducting activities pursuant to
this section.

§194.22 Quality assurance.

(a)(1) As soon as practicable after
April 9, 1996, the Department shall ad-
here to a quality assurance program
that implements the requirements of
ASME NQA-1-1989 edition, ASME NQA-
2a-1990 addenda, part 2.7, to ASME
NQA-2-1989 edition, and ASME NQA-3-
1989 edition (excluding Section 2.1 (b)
and (c), and Section 17.1). (Incorpora-
tion by reference as specified in §194.5.)

(2) Any compliance application shall
include information which dem-
onstrates that the quality assurance
program required pursuant to para-
graph (a)(1) of this section has been es-
tablished and executed for:

(i) Waste characterization activities
and assumptions;

(ii) Environmental monitoring, moni-
toring of the performance of the dis-
posal system, and sampling and anal-
ysis activities;

(iii) Field measurements of geologic
factors, ground water, meteorologic,
and topographic characteristics;

(iv) Computations, computer codes,
models and methods used to dem-
onstrate compliance with the disposal
regulations in accordance with the pro-
visions of this part;

(v) Procedures for implementation of
expert judgment elicitation used to
support applications for certification
or re-certification of compliance;

(vi) Design of the disposal system and
actions taken to ensure compliance
with design specifications;

(vii) The collection of data and infor-
mation used to support compliance ap-
plication(s); and

(viii) Other systems, structures, com-
ponents, and activities important to
the containment of waste in the dis-
posal system.

(b) Any compliance application shall
include information which dem-
onstrates that data and information
collected prior to the implementation
of the quality assurance program re-
quired pursuant to paragraph (a)(1) of
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this section have been qualified in ac-
cordance with an alternate method-
ology, approved by the Administrator
or the Administrator’s authorized rep-
resentative, that employs one or more
of the following methods: Peer review,
conducted in a manner that is compat-
ible with NUREG-1297, ‘“‘Peer Review
for High-Level Nuclear Waste Reposi-
tories,”” published February 1988 (incor-
poration by reference as specified in
§194.5); corroborating data; confirm-
atory testing; or a quality assurance
program that is equivalent in effect to
ASME NQA-1-1989 edition, ASME NQA-
2a-1990 addenda, part 2.7, to ASME
NQA-2-1989 edition, and ASME NQA-3-
1989 edition (excluding Section 2.1 (b)
and (c) and Section 17.1). (Incorpora-
tion by reference as specified in §194.5.)

(c) Any compliance application shall
provide, to the extent practicable, in-
formation which describes how all data
used to support the compliance appli-
cation have been assessed for their
quality characteristics, including:

(1) Data accuracy, i.e., the degree to
which data agree with an accepted ref-
erence or true value;

(2) Data precision, i.e., a measure of
the mutual agreement between com-
parable data gathered or developed
under similar conditions expressed in
terms of a standard deviation;

(3) Data representativeness, i.e., the
degree to which data accurately and
precisely represent a characteristic of
a population, a parameter, variations
at a sampling point, or environmental
conditions;

(4) Data completeness, i.e., a measure
of the amount of valid data obtained
compared to the amount that was ex-
pected; and

(5) Data comparability, i.e., a meas-
ure of the confidence with which one
data set can be compared to another.

(d) Any compliance application shall
provide information which dem-
onstrates how all data are qualified for
use in the demonstration of compli-
ance.

(e) The Administrator will verify ap-
propriate execution of quality assur-
ance programs through inspections,
record reviews and record keeping re-
quirements, which may include, but
may not be limited to, surveillance, au-
dits and management systems reviews.



