Environmental Protection Agency

§194.8 Approval process for waste
shipment from waste generator
sites for disposal at the WIPP.

(a) Quality Assurance Programs at
Waste Generator Sites. The Agency will
determine compliance with require-
ments for site-specific quality assur-
ance programs as set forth below:

(1) Upon submission by the Depart-
ment of a site-specific quality assur-
ance program plan the Agency will
evaluate the plan to determine whether
it establishes the applicable Nuclear
Quality Assurance (NQA) requirements
of §194.22(a)(1) for the items and activi-
ties of §§194.22(a)(2)(1), 194.24(c)(3) and
194.24(c)(5). The program plan and other
documentation submitted by the De-
partment will be placed in the dockets
described in §194.67.

(2) The Agency will conduct a quality
assurance audit or an inspection of a
Department quality assurance audit at
the relevant site for the purpose of
verifying proper execution of the site-
specific quality assurance program
plan. The Agency will publish a notice
in the FEDERAL REGISTER announcing a
scheduled inspection or audit. In that
or another notice, the Agency will also
solicit public comment on the quality
assurance program plan and appro-
priate Department documentation de-
scribed in paragraph (a)(1) of this sec-
tion. A public comment period of at
least 30 days will be allowed.

(3) The Agency’s written decision re-
garding compliance with the requisite
quality assurance requirements at a
waste generator site will be conveyed
in a letter from the Administrator’s
authorized representative to the De-
partment. No such compliance deter-
mination shall be granted until after
the end of the public comment period
described in paragraph (a)(2) of this
section. A copy of the Agency’s compli-
ance determination letter will be
placed in the public dockets in accord-
ance with §194.67. The results of any in-
spections or audits conducted by the
Agency to evaluate the quality assur-
ance programs described in paragraph
(a)(1) of this section will also be placed
in the dockets described in §194.67.

(4) Subsequent to any positive deter-
mination of compliance as described in
paragraph (a)(3) of this section, the
Agency intends to conduct inspections,
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in accordance with §§194.21 and
194.22(e), to confirm the continued com-
pliance of the programs approved under
paragraphs (a)(2) and (a)(3) of this sec-
tion. The results of such inspections
will be made available to the public
through the Agency’s public dockets,
as described in §194.67.

(b) Waste characterication programs at
transuranic waste sites. The Agency will
establish compliance with Condition 3
of the certification using the following
process:

(1) DOE will implement waste char-
acterization programs and processes in
accordance with §194.24(c)(4) to confirm
that the total amount of each waste
component that will be emplaced in
the disposal system will not exceed the
upper limiting value or fall below the
lower limiting value described in the
introductory text of §194.24(c). Waste
characterization processes will include
the collection and use of acceptable
knowledge; destructive and/or non-
destructive techniques for identifying
and measuring waste components; and
the validation, control, and trans-
mittal to the WIPP Waste Information
System database of waste characteriza-
tion data, in accordance with
§194.24(c)(4).

(2) The Agency will verify the com-
pliance of waste characterization pro-
grams and processes identified in para-
graph (b)(1) of this section at sites
without EPA approval prior to October
14, 2004, using the following process:

(i) DOE will notify EPA by letter
that a transuranic waste site is pre-
pared to ship waste to the WIPP and
has established adequate waste charac-
terization processes and programs.
DOE also will provide the relevant
waste characterization program plans
and documentation. EPA may request
additional information from DOE.

(ii) EPA will conduct a baseline com-
pliance inspection at the site to verify
that adequate waste characterization
program plans and technical proce-
dures have been established, and that
those plans and procedures are effec-
tively implemented. The inspection
will include a demonstration or test by
the site of the waste characterization
processes identified in paragraph (b)(1)
of this section. If an inspection does
not lead to approval, we will send an
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inspection report to DOE identifying
deficiencies and place the report in the
public docket described in §194.67. More
than one inspection may be necessary
to resolve compliance issues.

(iii) The Agency will announce in the
FEDERAL REGISTER a proposed Baseline
Compliance Decision to accept the
site’s compliance with §194.24(c)(4). We
will place the inspection report(s) and
any supporting documentation in the
public docket described in §194.67. The
site inspection report supporting the
proposal will describe any limitations
on approved waste streams or waste
characterization processes. It will also
identify (through tier designations in
accordance with paragraph (b)(4) of
this section) what changes to the ap-
proved waste characterization proc-
esses must be reported to and approved
by EPA Dbefore they can be imple-
mented. In the notice, we will solicit
public comment (for a minimum of 45
days) on the proposed Baseline Compli-
ance Decision, including any limita-
tions and the tier designations for fu-
ture changes or expansions to the site’s
waste characterization program.

(iv) Our written decision regarding
compliance with the requirements for
waste characterization programs and
processes described in paragraph (b)(1)
of this section will be conveyed in a
letter from the Administrator’s au-
thorized representative to DOE. EPA
will not issue a compliance decision
until after the end of the public com-
ment period described in paragraph
(b)(2)(iii) of this section. EPA’s compli-
ance decision will respond to signifi-
cant and timely-received comments. A
copy of our compliance decision will be
placed in the public docket described in
§194.67. DOE will comply with any re-
quirements identified in the compli-
ance decision and the accompanying
inspection report.

(3) Subsequent to any positive deter-
mination of compliance as described in
paragraph (b)(2)(iv) of this section, the
Agency intends to conduct inspections,
in accordance with §194.24(h), to con-
firm the continued compliance of ap-
proved waste characterization pro-
grams and processes at transuranic
waste sites. EPA will make the results
of these inspections available to the
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public in the dockets described in
§194.67.

(4) Subsequent to any positive deter-
mination of compliance as described in
paragraph (b)(2)(iv) of this section, the
Department must report changes or ex-
pansions to the approved waste charac-
terization program at a site in accord-
ance with the tier designations estab-
lished in the Baseline Compliance Deci-
sion.

(i) For changes or expansions to the
waste characterization program des-
ignated as ‘‘Tier 1,” the Department
shall provide written notification to
the Agency. The Department shall not
ship for disposal at WIPP any waste
that has been characterized using the
new or revised processes, equipment, or
waste streams until EPA has provided
written approval of such new or revised
systems.

(ii) For changes or expansions to the
waste characterization program des-
ignated as ‘‘Tier 2,”” the Department
shall provide written notification to
the Agency. Waste characterized using
the new or revised processes, equip-
ment, or waste streams may be dis-
posed at WIPP without written EPA
approval.

(iii) EPA may conduct inspections in
accordance with §194.24(h) to evaluate
the implementation of Tier 1 and Tier
2 changes or expansions to the waste
characterization program at a site.

(iv) Waste characterization program
changes or expansions that are not
identified as either ““Tier 1” or ‘‘Tier 2”’
will not require written notification by
the Department to the Agency before
implementation or before shipping
waste for disposal at WIPP.

(b) Subsequent to any positive deter-
mination of compliance as described in
paragraph (b)(2)(iii) of this section,
EPA may revise the tier designations
for approving changes or expansions to
the waste characterization program at
a site using the following process:

(i) The Agency shall announce the
proposed tier changes in a letter to the
Department. The letter will describe
the Agency’s reasons for the proposed
change in tier designation(s). The let-
ter and any supporting inspection re-
port(s) or other documentation will be
placed in the dockets described in
§194.67.
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(ii) If the revised designation entails
more stringent notification and ap-
proval requirements (e.g., from Tier 2
to Tier 1, or from undesignated to Tier
2), the change shall become effective
immediately and the site shall operate
under the more stringent requirements
without delay.

(iii) If the revised designated entails
less stringent notification and approval
requirements, (e.g., from Tier 1 to Tier
2, or from Tier 2 to undesignated), EPA
will solicit comments from the public
for a minimum of 30 days. The site will
continue to operate under the more
stringent approval requirements until
the public comment period is closed
and EPA notifies DOE in writing of the
Agency’s final decision.

(6) A waste generator site that EPA
approved for characterizing and dis-
posing transuranic waste at the WIPP
under this section prior to October 14,
2004, may continue characterizing and
disposing such waste at the WIPP
under paragraph (c) of this section
until EPA has conducted a baseline
compliance inspection and provided a
Baseline Compliance Decision under
paragraph (b)(2) of this section.

(i) Until EPA provides a Baseline
Compliance Decision for such a site,
EPA may approve additional trans-
uranic waste streams for disposal at
WIPP under the provisions of para-
graph (c) of this section. Prior to the
effective date of EPA’s Baseline Com-
pliance Decision for such a site, EPA
will continue to conduct inspections of
the site in accordance with §194.24(c).

(ii) EPA shall conduct a baseline
compliance inspection and issue a
Baseline Compliance Decision for such
previously approved sites in accord-
ance with the provisions of paragraph
(b) of this section, except that the site
shall not be required to provide written
notification of readiness as described
in paragraph (b)(2)(i) of this section.

(c) Waste characterization programs at
waste generator sites with prior approval.
For a waste generator site that EPA
approved for characterizing and dis-
posing transuranic waste at the WIPP
under this section prior to October 14,
2004, the Agency will determine com-
pliance with the requirements for use
of process knowledge and a system of
controls at waste generator sites as set
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in this paragraph (c). Approvals for a
site to characterize and dispose of
transuranic waste at WIPP will pro-
ceed according to this section only
until EPA has conducted a baseline
compliance inspection and provided a
Baseline Compliance Decision for a site
under paragraph (b)(2) of this section.

(1) For each waste stream or group of
waste streams at a site, the Depart-
ment must:

(i) Provide information on how proc-
ess knowledge will be used for waste
characterization of the waste stream(s)
proposed for disposal at the WIPP; and

(ii) Implement a system of controls
at the site, in accordance with
§194.24(c)(4), to confirm that the total
amount of each waste component that
will be emplaced in the disposal system
will not exceed the upper limiting
value or fall below the lower limiting
value described in the introductory
text of §194.24(c). The implementation
of such a system of controls shall in-
clude a demonstration that the site has
procedures in place for adding data to
the WIPP Waste Information System
(“WWIS”), and that such information
can be transmitted from that site to
the WWIS database; and a demonstra-
tion that measurement techniques and
control methods can be implemented in
accordance with §194.24(c)(4) for the
waste stream(s) proposed for disposal
at the WIPP.

(2) The Agency will conduct an audit
or an inspection of a Department audit
for the purpose of evaluating the use of
process knowledge and the implemen-
tation of a system of controls for each
waste stream or group of waste
streams at a waste generator site. The
Agency will announce a scheduled in-
spection or audit by the Agency with a
notice in the FEDERAL REGISTER. In
that or another notice, the Agency will
also solicit public comment on the rel-
evant waste characterization program
plans and Department documentation,
which will be placed in the dockets de-
scribed in §194.67. A public comment
period of at least 30 days will be al-
lowed.

(3) The Agency’s written decision re-
garding compliance with the require-
ments for waste characterization pro-
grams described in paragraph (b)(1) of
this section for one or more waste
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streams from a waste generator site
will be conveyed in a letter from the
Administrator’s authorized representa-
tive to the Department. No such com-
pliance determination shall be granted
until after the end of the public com-
ment period described in paragraph
(b)(2) of this section. A copy of the
Agency’s compliance determination
letter will be placed in the public dock-
ets in accordance with §194.67. The re-
sults of any inspections or audits con-
ducted by the Agency to evaluate the
plans described in paragraph (b)(1) of
this section will also be placed in the
dockets described in §194.67.

(4) Subsequent to any positive deter-
mination of compliance as described in
paragraph (b)(3) of this section, the
Agency intends to conduct inspections,
in accordance with §§194.21 and
194.24(h), to confirm the continued
compliance of the programs approved
under paragraphs (b)(2) and (b)(3) of
this section. The results of such inspec-
tions will be made available to the pub-
lic through the Agency’s public dock-
ets, as described in §194.67.

[63 FR 27404, May 18, 1998, as amended at 69
FR 42581, July 16, 2004]

Subpart B—Compliance Certifi-
cation and Re-cerification
Applications

§194.11 Completeness and accuracy of
compliance applications.

Information provided to the Adminis-
trator in support of any compliance ap-
plication shall be complete and accu-
rate. The Administrator’s evaluation
for certification pursuant to section
8(d)(1)(B) of the WIPP LWA and evalua-
tion for recertification pursuant to sec-
tion 8(f)(2) of the WIPP LWA shall not
begin until the Administrator has noti-
fied the Secretary, in writing, that a
complete application in accordance
with this part has been received.

§194.12 Submission of compliance ap-
plications.

Unless otherwise specified by the Ad-
ministrator or the Administrator’s au-
thorized representative, 5 copies of any
compliance application(s), any accom-
panying materials, and any amend-
ments thereto shall be submitted in a
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printed form to the Administrator’s
authorized representative. These paper
copies are intended for the official
docket in Washington, DC, as well as
the four informational dockets in Albu-
querque and Santa Fe, New Mexico. In
addition, DOE shall submit 10 copies of
the complete application in alternative
format (e.g., compact disk) or other ap-
proved format, as specified by the Ad-
ministrator’s authorized representa-
tive.

[69 FR 42582, July 16, 2004]

§194.13 Submission of reference mate-
rials.

Information may be included by ref-
erence into compliance applications(s),
provided that the references are clear
specific and that unless, otherwise
specified by the Administrator or the
Administrator’s authorized representa-
tive, b copies of reference information
are submitted to the Administrator’s
authorized representative. These paper
copies are intended for the official
docket in Washington, DC, as well as
the four informational dockets in Albu-
querque and Santa Fe, New Mexico.
Reference materials that are widely
available in standard text books or ref-
erence books need not to be submitted.
Whenever possible, DOE shall submit 10
copies of reference materials in alter-
native format (e.g., compact disk) or
other approved format, as specified by
the Administrator’s authorized rep-
resentative.

[69 FR 42582, July 16, 2004]

§194.14 Content of compliance certifi-
cation application.

Any compliance application shall in-
clude:

(a) A current description of the nat-
ural and engineered features that may
affect the performance of the disposal
system. The description of the disposal
system shall include, at a minimum,
the following information:

(1) The location of the disposal sys-
tem and the controlled area;

(2) A description of the geology, geo-
physics, hydrogeology, hydrology, and
geochemistry of the disposal system
and its vicinity and how these condi-
tions are expected to change and inter-
act over the regulatory time frame.



