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General Comment
1) The Purpose, Applicability, and Applicable Regulations indicate that the guidance is applicable to all COL
holders, including those that reference a Standard Design Approval (SDA) or do not reference a prior
approval (i.e., a "custom COL"). However, the Background and Staff Regulatory Guidance focus exclusively
on COLs that reference a certified design, including a proscription on applying the new approach to
departures from Tier 1 information.

COLs that do not reference a certified design, including those that reference an SDA, will not have Tier 1 
information. As such, the entirety of the FSAR for such a COL would be subject only to the change processes 
of Part 50, such as 10 CFR 50.59, as provided by 10 CFR 52.98(b). Thus, with the exception of changes 
affecting an ITAACwhich are subject to an LARa COL holder not referencing a certified design would seem 
capable of constructing SSCs at risk for any part of the design. This aspect of the guidance should be clearly 
stated.

Further, this distinction underscores the comments of the Nuclear Energy Institute, who in their July 1, 2020 
letter explained that there is no regulatory or safety basis to exclude Tier 1 from changes during construction 
without NRC approval. DG-1321 asserts that because the change process for Tier 2 information is analogous 
to that of 10 CFR 50.59, therefore the rationale of the 10 CFR 50.59 Statements of Consideration ("SOC") 
used to develop the guidance is limited to Tier 2 information. However, that a change is not "implemented" 
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until the SSC is placed into service (in the case of COL construction, the associated ITAAC performed) 
applies equally to Tier 1 or Tier 2 information. 10 CFR 50.59 allows certain changes to be made without NRC 
approval; For those that require approval, construction is permissible prior to approval. That same approach 
should follow for either Tier 1 or Tier 2 departures, as well as COLs that do not have tiered information (i.e., 
those that do not reference a design certification).

2) Staff's position 1.a states that a "licensee must submit the request for a license amendment required to 
authorize the change to the facility or departure from Tier 2 of the plant-specific DCD within 45 days after the 
licensee begins construction of the SSCs subject to the change or departure." It is unclear why a 45 day time 
limit is necessary, given that sufficient time to process the LAR would depend on where in the construction 
process the change or departure occurs, and any delay to ITAAC findings would be the licensee's risk. 
Regardless, should a deadline remain, it should be tied to construction of the change itself rather than 
"construction of the SSCs subject to the change." An SSC (e.g., a building) could be under construction for a 
significant time prior to a change from the FSAR description for some portion of that SSC being identified as 
necessary.

3) Staff's positon 5 states "To voluntarily adopt this process, a licensee should propose a license condition that 
implements the conditions in Items 1 and 2 above and exemptions from the applicable provisions of sections 
II.E and III.B of the Part 52 design certification appendix referenced in the COL." It is unclear what license 
condition is necessary to implement the guidance and why. As Staff's basis is that a change is not 
implemented until ITAAC are performed, constructing the change prior to NRC approval does not seem to 
necessitate a license condition or exemption from a design certification appendix (if a design certification is 
referenced). A Part 50 licensee does not need a license condition construct changes as described in the 10 
CFR 50.59 SOC. Please explain what license condition and exemptions are needed.
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