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Secretary of the Commission
Attn. Rulemakings and Adjudications Staff
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

Subject: USEC Comments on Proposed 10 CFR 70, “Domestic Licensing of Special
Nuclear Material; possession of a Critical Mass of Special Nuclear Material”,
dated 7/30/99

Dear Sirs:

The following comments are submitted in response to the July 30, 1999, Federal Register
notice (64FR41338) proposing to amend 10 CFR Part 70, Domestic Licensing of Special
Nuclear Material.

The new 10 CFR 70, and its precursor 10 CFR 76, are important steps in the evolution of
nuclear materials licensing to prepare for the submittal of the next major fuel facility license
application. The next application may be submitted by USEC for an enrichment facility. These
amendments should develop an improved basis for regulation of future 10 CFR 70 facilities by
achieving better consistency of regulatory practice with the content of the regulations. Further,
they should provide for a more predictable and stable licensing process to increase the
likelihood of success for the next enrichment plant license application.

USEC has been an active participant in activities aimed at improving regulation under 10 CFR
70 since 1993. During this time many 10 CFR 70 proposals, comments and suggestions have
been exchanged between NRC and the industry. The proposed rule represents the culmination
of an arduous process to craft a regulation that will be acceptable by many competing interests.
USEC would like to recognize NRC’s perseverance and offer the attached constructive
comments to assist with completion of this task. The explanation of the comments is followed
with a copy of 10 CFR 70 revised to reflect the comments in redline/strikeout and as-revised
formats.

Sincerely,

J. William Bennett
Vice President, Advanced Technology



USEC Comments on Proposed 10 CFR 70, “Domestic Licensing of Special Nuclear
Material; possession of a Critical Mass of Special Nuclear Material”, dated 7/30/99

The following comments are in the order in which they appear in 10 CFR 70.

1) Performance Requirements: The Federal Register Notice requests comments with
respect to the clarity and effectiveness of the language used per the June 1, 1998
Presidential Memorandum. We find the language in §70.61(b) and §70.61(c) could be
substantially clearer and have offered a plain language version of this section in the
attachment.

2) Safety Program: The safety program is broader than the three elements identified in
70.62(a)(1) as: 1) process safety information, 2) integrated safety analysis, and 3)
management measures. Fuel cycle facility safety programs encompass the three
elements identified plus all of the other topics addressed in the license application. This
includes, for example, radiation safety, criticality safety, chemical safety and fire
protection in addition to the three elements directly associated with the integrated safety
analysis.

This comment can be readily addressed by deleting the reference to the three elements
in 70.62(a)(1) and clarifying the application requirements in 70.65(a) as provided in the
attachment.

3) Submittal of changes: §70.72(d)(1) requires submittal of affected pages of the
integrated safety analysis summary within 90 days of making a change pursuant to
§70.72. §70.72(d)(3) requires a brief summary of changes made that do not affect the
integrated safety analysis summary every 12 months. This frequency is to allow NRC
staff to review the changes being made to the facility in enough time to ensure that the
licensee's evaluations of potential impacts to health and safety are accurate and to
maintain facility and safety information on the docket current. The Statements of
Consideration indicate that the Commission is particularly interested in comments
concerning the 90 day time period for submitting updated ISA summary pages.

10 CFR 50.59 allows changes to be made to production and utilization facilities without
prior NRC approval under certain conditions. While different in content than §70.72, the
general concept is the same. That is, changes to the facility may be made without prior
NRC approval. Both §50.59 and §70.72 also require that NRC be notified of these
changes.

§50.59 requires that a brief description, including a summary safety evaluation, be
submitted to NRC for each change either annually or with the update of the FSAR which
may not exceed 24 months. This frequency has been adequate for many years for
production and utilization facilities. The frequency for updating facility and safety
information on the docket and informing the NRC staff of what changes have been
made should be the same for fuel cycle facilities as for production and utilization
facilities. As there has been over 25 years experience with 10 CFR 50.59, the
frequency established there should be sufficient.



As noted in the Statements of Consideration, the content proposed for §70.72 is
deliberately different than §50.59. The 70.72 proposal is expected to result in fewer
license amendments than one patterned after §50.59. The amount and type of license
amendments required by §70.72 is expected to be consistent with past practice at fuel
cycle facilities. USEC believes that the content of §70.72 is appropriate for fuel cycle
facilities and should be different than §50.59.

However, the difference in content of §50.59 and §70.72 does not justify a difference in
the frequency for submitting information regarding the changes to NRC, as suggested in
the Statements of Consideration. For the past 30 years or so, fuel cycle licensees have
been able to make many changes without any notification of NRC. The addition of
§70.72 will give NRC additional information on changes at the facilities. This additional
information can be acquired without more frequent submittals than those at production
and utilization facilities.

We would note one other difference between the submittal requirements of §70.72 and
§50.59. §50.59 requires a brief description and summary safety evaluation be
submitted for each change. §70.72 requires a brief summary of changes that do not
affect the ISA Summary and revised ISA Summary pages without explanation for
changes affecting the ISA Summary. USEC believes that NRC will benefit from a
description of changes made to the ISA Summary. Accordingly, §70.72 should require
brief descriptions and summary safety evaluations of each change made pursuant to
§70.72 and require that an updated ISA Summary be provided on a biennial basis.
More current information will be maintained available for NRC inspection at the site as
required by §70.72(f). The text of proposed 10 CFR 70 has been modified accordingly
in the attachment.

4) Facility changes and change process: §70.72 adds requirements for a configuration
management system and for making changes. As written, the requirements apply to all
site, structures, processes, systems, equipment, components, computer programs. and
activities of personnel regardless of safety significance. Compliance with these
requirements would appear to require configuration management and change control
applied to everything on the site of the licensed facility. This could include the
wastewater treatment facility, a laser facility, the administration building, maintenance of
the shrubbery, etc. Every change would require an evaluation and a summary
submitted to the NRC.

Inclusion of items on the site that make no contribution to the NRC regulated safe
operation of the facility would place an undue burden on the licensee. To remedy this,
we propose that the configuration and change process be limited to any "....changes to
the site, processes or items relied on for safety as described in the lSA Summary,
without prior...". The text of proposed 10 CFR 70 has been modified accordingly in the
attachment.

5) Operation: The Statements of Consideration at 64 FR 41346 indicates that applicants
for licenses to operate new facilities or new processes at existing facilities would be
expected to update their ISAs based on as-built conditions and submit the results to
NRC before operation. The process for uranium enrichment facilities that must comply
with §70.23a would differ from this description. Uranium enrichment facilities would
submit a complete license application, including an ISA summary, for construction and



operation. This application would be the basis for NRC review, and culminate in
issuance of a license for construction and operation. Following issuance of the license,
the licensee would institute change control pursuant to §70.72. The licensee would then
be required to submit summaries of changes and ISA summary updates as required by
§70.72. An inspection would verify that the facility has been constructed in accordance
with the license prior to operation as required by §70.32(k). No pre-operational
submittal and review of an updated ISA summary is anticipated for uranium enrichment
facilities as their configuration would be controlled since issuance of the construction
and operation license. No changes to 10 CFR 70 are needed to resolve this comment.

6) Backfit: The Statements of Consideration request specific comments on the
Commission's intent to defer consideration of a qualitative backfit provision. It further
solicits suggestions for backfit provisions specifically applicable to fuel cycle backfit
needs; requests identification of information available to conduct the analysis associated
with backfits: and asks what period of time is reasonable before a backfit provision
should be implemented.

USEC firmly believes that deferring consideration of a backfit provision would be
evading an extremely important issue. The revisions to 10 CFR 70 will result in a
dramatic change in the regulations applicable to fuel cycle facilities. Regardless of
intentions to make the new regulations clear and explicit, there are many opportunities
for interpretations of the new regulations. Differing interpretations of the language in the
rule are predictable. A key difference in interpretations could result in the need to
modify or add to plant systems, structures, components, procedures, or organization. It
is certain that some key differences in understanding, interpretation or position will lead
to justifiable differences of opinion between members of the staff and the licensee.

USEC's view of backfitting aligns almost exactly with NRC's "Backfitting Guidelines"
(NUREG-1409) dated July 1990. The following two paragraphs describe this view.

Backfits are expected to occur as part of the regulatory process to ensure safety. It is
important for sound and effective regulation, however, that backfitting be conducted by a
controlled and defined process. The backfitting process is intended to provide for a
formal, systematic, and disciplined review of new or changed positions before imposing
them.

The backfit process enhances regulatory stability by ensuring that changes in regulatory
staff positions are justified and suitably defined. For example, even if not needed to
meet the standard for adequate protection or to ensure compliance, backfitting is proper
if a substantial safety benefit is realized and the costs are justified by the safety benefit.

The proposed 10 CFR 70 changes many things. It adds substantive new performance
requirements, new design basis criteria, new reporting requirements, new safety
analysis requirements, new requirements for management measures and a new change
control process. All of these new provisions can add uncertainty to the regulation of fuel
cycle facilities. It is vital that a formal, systematic, and disciplined review of new,
changed or differing positions that could backfit existing facilities be applied to increase
regulatory certainty. The backfit provision provides for this systematic review.



10 CFR 76, Certification of Gasenus Diffusion Plants contains a backfit provision
(§76.76). §76.76 is very similar to 10 CFR 50.109 and should serve as a model for a
provision to be included in 10 CFR 70. Many of the same arguments that have been
raised in opposition to the inclusion of a backfit provision in 10 CFR 70 were raised in
opposition to §76.76.

Former Commissioner Remick, commenting on SECY 93-285, addressed similar
concerns registered by the staff regarding the incorporation of a backfit provision in 10
CFR 76. He wrote:

"I believe that the proposed regulations should contain a backfit provision which
is as much like §50.109 as possible. I would think, for instance, that all of
§50.109(a)(2)-(7) and (c) could apply in the new context. We should make use
of the experience embodied in the backfit rule. Doing so will add some
consistency to our regulatory practices. The only flexibility it will deprive us of is
the flexibility to impose ill-considered backfits."

No change to the backfit language in 10 CFR 50.109 is needed to allow for qualitative
analysis. There has been considerable discussion of a qualitative versus a quantitative
backfit provision. NEI proposed and USEC endorses the use of the tried and true
backfit language used successfully in 10 CFR 50.109. This is neither a quantitative nor
a qualitative backfit provision. The standard incorporated in the rule is that backfitting
will be required if there is a "substantial increase in the overall protection of the public
health and safety or the common defense and security to be derived from the backfit
and that the direct and indirect costs of implementation for that facility are justified in
view of this increased protection." NRC's own guidance in NUREG/BR-0058, Rev 2,
“Regulatory Analysis Guidance of the U.S. Nuclear Regulatory Commission" states the
Commission's preference that quantitative analyses are much preferred over qualitative
ones.

The staff contends that a quantitative determination of incremental risk would require a
Probabilistic Risk Assessment. This is clearly not the case. While the existence of
Probabilistic Risk Assessments may aid the staff in quantifying the increase in the
overall protection of the public, it is by no means essential that Probabilistic Risk
Assessments exist as a basis for backfit analyses.

The Commission revised the reactor backfit rule (10 CFR 50.109) in 1985 "to establish
standards and an agency discipline for future management of backfitting for power
reactors." This was well before Probabilistic Risk Assessments were available for many
reactors. Indeed, it wasn't until late 1991, as required by Gencric Letter 88-20,
"Individual Plant Examination for Severe Accident Vulnerabilities - 10 CFR §50.54(f),"
that risk analysis information became widely available for reactors. This was years after
the revision of 10 CFR 50.109.

NRC guidance recognizes the need for flexibility in quantification and offers substantial
information available for fuel cycle risk quantification. "Backfitting Guidelines"
(NUREG-1409) gives examples of situations in which the backfit rule does not require a
strict quantitative showing that benefits exceed costs, but rather “that there is a
substantial increase in the overall protection of the public health and safety or the
common defense and security to be derived.



"Regulatory Analysis Guidelines of the U.S. Nuclear Regulatory Commission"
(NUREG/BR-0058, Rev.2) anticipates the need for flexibility in quantification. It states:

"Estimated values and impacts should be expressed in monetary terms
whenever possible; many regulatory actions, such as those affecting...materials
licensees, may not be supported by available PRA analysis...the staff needs to
make every reasonable effort to apply alternative tools that can provide a
quantitative perspective...concerning the value of the proposed action;
[Where PRAs or other statistics-based analyses are not available] the generally
recommended approach is to utilize whatever data may be available within a
simplified model to provide some quantitative perspective;
[Where quantification is not possible] reliance on the qualitative approach should
be a last resort, to be used only after efforts to develop pertinent data or factual
information have proved unsuccessful;

"The Regulatory Analysis Technical Evaluation Handbook" (NUREG/BR-0184) provides
guidance to the analyst on how to prepare regulatory analysis and implements the policy
in NUREG/BR-0058. Appendix C of NUREG/BR-0184 provides information for
performing regulatory analysis for non-reactor facilities. Appendix C discusses the need
for quantification as follows:

"...the analyst should strive to use quantitative attributes when performing a
regulatory analysis for non-reactor licensees. The Commission has determined.
for example, that PRA should be used for analyses involving materials licensees
when the potential safety consequences warrant its use, sufficient data are
available, and the licensees can reasonably be expected to be capable of
performing such analyses (NRC 1996c). However, it should be recognized that
there are many benefits of improved regulation of non-reactor facilities that do
not lend themselves to quantification. For example, increased confidence in the
margin of safety may be a non-quantifiable benefit of a particular proposed
regulatory requirement. As noted in Section 4.5, non-quantifiable benefits and
costs can be significant elements of a regulatory analysis and need to be
considered by the analyst and decision maker as appropriate."

NUREG/BR-0184, Appendix C contains estimated accident frequencies and other
information and references to assist the analyst in quantifying regulatory analyses for
fuel cycle facilities.

PRA was not a prerequisite to §50.109, nor to 10 CFR 76.76, nor is it required to
prepare a quantitative determination of incremental risk for fuel cycle facilities. NRC
guidance recognizes the need for qualitative as well as quantitative arguments. Just as
a regulatory analysis was prepared for proposed 10 CFR 70, responsible regulatory
analyses can be performed on potential backfits of fuel cycle facilities.

This new regulation will be applied to facilities that have been operating for over 30
years. Changes will likely be required at the facilities, most of which will be voluntarily
undertaken by the licensee. There will also likely be differences between the licensee
and some members of the NRC staff regarding what, and the extent of, changes that
should be made. Adoption of a backfit provision allows these differences to be
examined on a cost/benefit basis through a disciplined process.



The Statements of Consideration state: “Without a baseline determination of risk, as
provided by the initial ISA process, it is not clear how a determination of incremental
risk, as needed for a backfit analysis, would be accomplished." USEC does not believe
that a comprehensive risk baseline is necessary before reasoned judgements can be
made on the benefits and risks of a proposed backfit. USEC agrees with the staff that
conducting an ISA is beneficial and will enhance our mutual ability to understand the
integrated risk of operation of these facilities. However, fuel cycle facilities, like our
gaseous diffusion plants, have operated for many years. The risks associated with the
facilities are largely known from years of operational experience and from numerous
analyses that have been performed. NUREG/BR-0184 Appendix C provides a
comprehensive summary of the information that is available. There is plenty of basis on
which to evaluate the relevant benefits and costs of potential backfits and this will be
added to with the performance of ISAs.

Fuel cycle backfit needs are not dissimilar to production and utilization backfit needs.
§50.109 was the product of a concerted effort by the industry to stem the flow of new
staff requirements and positions that started shortly after the Three Mile Island incident
in March 1979. This incident prompted the issuance of numerous bulletins, orders and
other NRC direction that resulted in modifications or additions to plant systems,
structures, components, procedures and organization. The Commission saw the need
to formalize and achieve a disciplined process for reviews of new or changed NRC staff
positions before imposing them. The Sequoyah Fuels incident in 1986 and the General
Electric incident in 1991 were the Three Mile Islands of the fuel cycle industry. It is
appropriate and needed to enhance regulatory certainty in the fuel cycle industry by
ensuring that changes in regulatory staff positions are justified and suitably defined by
inclusion of an immediately effective backfit provision in 10 CFR 70.

* * * NOTE - Additional attachments not available electronically. * * *


