DRAFT

Guidance for Meeting 10 CFR 70.72 Facility Change Requirements, Revision 1

NOTE: This document provides guidance to ensure changes made at a licensed facility that
could affect safety are identified, considered and documented before implementing the change.

Scope

The emphasis of this requirement is on licensed operations and the associated safety controls.
The configuration management program, established in accordance with 10 CFR 70.72(a),
should be used to evaluate changes that could affect safety. The purpose of this evaluation is
to ensure that any impacts on the safe operations is identified, considered, and documented
before it is implemented.

[Industry participants to propose guidance in this area for next meeting]

Changes not requiring Nuclear Regulatory Commission (NRC) approval

10 CFR 70.72(c) describes the conditions under which licensees may make changes to their
facility without NRC approval. Several of the criteria focus on changes that may impact the
Integrated Safety Analysis (ISA) Summary because this is one of the key documents that the
NRC uses in its safety evaluation.

The determination that NRC approval is not required before a change is made is dependant
upon the actual effects of the change and not the level of detail provided in the ISA Summary.
Thus, there is no advantage to licensees that provided limited descriptions of Iltems Relied on
for Safety (IROFS) in the ISA Summary, and no disadvantage to licensees that provide detailed
descriptions of IROFS in the ISA Summary.

New Types of Accident Sequences

10 CFR 70.72(c)(1)(i) states that, NRC approval is required for changes that create new types
of accident sequences that, unless mitigated or prevented, would exceed the performance
requirements and that have not previously been described in the ISA Summary.

Any hazard not previously described in the safety analysis should be evaluated in accordance
with the ISA methodology. This evaluation would determine whether the change exceeds the
performance requirements. New hazards exceeding the performance requirements require
approval before implementation.

Licensees should make available for inspection, the criteria they used to evaluate whether the
proposed change is a new type of accident.
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New Processes, Technologies, or Control Systems

10 CFR 70.72(c)(1)(ii) states that, NRC approval is required for changes that use new
processes, technologies, or control systems for which the licensee has no prior experience. An
evaluation of a change against this criterion may be applied at the system level instead of the
component level. Prior experience refers to experience in normal or pilot plant operations and
not just as part of a limited-duration research and development effort.

Equivalent Replacement of the Safety Function

10 CFR 70.72(c)(2) states that, NRC approval is required if the change removes, without at
least an equivalent replacement of the safety function, an IROFS that is listed in the ISA
Summary and is necessary to meet the performance requirements.

NRC pre-approval is not required when the IROFS being removed is not needed to meet the
performance requirements.

In the event the removed IROFS is needed to meet the performance requirements, NRC pre-
approval is not required if the replacement IROFS are at least as effective at preventing or
mitigating the accident sequence as the IROFS to be removed.

For documented temporary changes (10 CFR 70.72(a)(5)), the licensee may justify that a
permanent replacement is equivalent based upon the original IROFS instead of the temporary
IROFS.

Licensee’s may have additional commitments that must also be taken into consideration when
evaluating whether a replacement IROFS meets the requirements of this part.

In replacing IROFS, the primary goal is to meet the performance criteria, which is met using
combinations of IROFS barriers. When selecting equivalent replacement IROFS, the licensee
should consider, but is not limited to, the preferred hierarchy principles discussed below:

1. The redesigned or replacement IROFS will provide the equivalent safety function as the
previous IROFS such that it prevents or mitigates all the accident sequences, for which it
is designed, to meet the 10 CFR 70.61 performance criteria. [Note: Removal of an
IROFS without an equivalent replacement may be performed if the accident sequence
for which it was designed has been removed].

2. Equivalent replacement will take into consideration the availability and reliability of the
replacement IROFS. The replacement IROFS will be equally or more reliable than the
previous IROFS.

3. Consideration should be given to maintaining the hierarchy of controls given the specific
application.

Alteration of a Sole IROFS

10 CFR 70.72(c)(3) states that, NRC approval is required if the change alters any sole IROFS
that is needed to meet the performance requirements. As mentioned previously, the bases for
judging if a licensee is altering a sole IROFS needs to focus on the key features of the IROFS,
which should be described in the ISA, and not on the brief description listed in the ISA
Summary.

[The NRC staff will further evaluate the wording in the paragraph below]
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The term “alter,” as it relates to changing sole IROFS, is defined as any change that will
degrade the reliability or availability of the sole IROFS to meet the performance criteria specified
in 10 CFR 70.61. Changes that do not affect the functionality of the IROFS adversely are not
considered alterations. Modification of IROFS for testing, calibration or other management
measures required to meet the 10 CFR 70.61 performance criteria does not constitute alteration
of the IROFS as long as the operation is performed as specified in approved work instruction
procedures, etc.

[The NRC staff will further evaluate the wording in the paragraph above]

For example, a licensee that lists its building as a sole IROFS, preventing a radiological release
during a seismic event would not be expected to request NRC approval every time it made
changes to the building. It would also not be expected that each component of the building
necessary to meet the seismic qualifications would be spelled out in the ISA Summary. Only
changes to the components on the building that are important for meeting the seismic
qualifications would be considered an alteration of a sole IROFS. Changes involving significant
increases in risk or consequence category would need to be evaluated by the NRC. A sole
IROFS can be removed without prior approval if a revised analysis indicates the IROFS is no
longer required since the consequences of an accident sequence do not exceed the
performance requirements of 10 CFR 70.61.

Prohibited by this section, license condition, or Order

10 CFR 70.72 does not permit changes without NRC approval that would violate the
regulations, licensee commitments, or commission orders. Licensees cannot make changes to
their license, license application, or other license commitments without NRC approval unless
specifically authorized by regulation or license condition.

The following parts of the license application can be modified by the licensee without NRC
approval as specified in the regulations’

1. Emergency Plans — 10 CFR 70.32(i)

Safeguards Contingency Plan — 10 CFR 70.32(g)

Physical Security Plan — 10 CFR 70.32(e)

Plan for Physical Protection of SNM in Transit — 10 CFR 70.32(d)
Material Control and Accounting Program — 10 CFR 70.32(c)(iii)
6. Measurement Control Program — 10 CFR 70.32(c)(iii)

Modification of these plans and programs may also require an evaluation under 10 CFR 70.72.
Licensees with older two-part licenses are authorized to make changes to Part |l of their license,
but these licenses are being phased out with the one-part license plus the ISA summary.

o bk wDn

" It should be noted that some licensees have SARs and Environmental Reports (ERs). The ERs require
special reviews in these cases.
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Annual Updates

Each year, licensees are required (10 CFR 70.72(d)(2)) to provide a brief summary of all the
facility changes that did not require NRC approval. The following information should be
available for NRC review:

1. For changes that required the addition of accident sequences to the ISA summary, the
licensee should explain why existing accident sequences are of the same type.

2. For changes that resulted in a new initiating event, briefly explain why the change does
not significantly increase the risk of existing accident sequences.

3. For changes to IROFS, briefly explain why the removed IROFS was not needed to
meet the performance requirements or explain why its replacement provides at least an
equivalent safety function.

For changes to a sole IROFS, briefly explain why the change was not an alteration.
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