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Comments

[NOTE: All citations to “Manual” in the comments below are to the
Administrative Rules Procedures Manual, prepared by the Legislative
Reference Bureau and the Legislative Council Staff, dated December 2014.]

1. Statutory Authority

It is unclear why s. 961.20, Stats., is cited in the “Statutes Interpreted” section. Section
961.20, Stats., relates to Schedule 1V substances, but the proposed rule exempts naloxegol from
being classified as a Schedule Il substance under s. 961.16, Stats. The board should review the
citation tos. 961.20, Stats., to determine whether this citation is accurate. In either case, s. 961.16,
Stats., should be listed as a statute that is being interpreted.

4. Adequacy of References to Related Statutes, Rules and Forms

It appears that 21 C.F.R. s. 1308.12 (b) (1) is the federal rule that was used as authority to
promulgate this proposed rule. If so, this federal administrative rule should be referenced in the
rule summary’s section entitled, “Related statute or rule”.

5. Clarity, Grammar, Punctuation and Use of Plain Lanquage

a. The rule summary’s section entitled, “Explanation of agency authority”, appears to be
a direct quote from s. 961.11 (4), Stats. If so, this section should be amended to clarify that it is
quoting a statute. For example, the statute should be cited ass. 961.11 (4), Stats., and quotation
marks should be placed around the quoted text. Preferably, the section would provide a plain
language explanation of the pertinent parts of the statute.

b. The rule summary’s section entitled, “Summary of, and comparison with, existing or
proposed federal regulation”, includes a summary of federal action to remove naloxegol from
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being listed as a Schedule Il substance under the federal Controlled Substances Act. However,
this section does not include a discussion on how the proposed rule compares with federal law.
Also, it would be helpful to provide citations to the applicable federal code referenced and the
Federal Register where this final rule order was published (i.e., 80 F.R. 3468).

C. The rule summary’s section entitled, “Plain language analysis™, should begin with an
analysis of what the proposed rule does and then continue with the background of the history of
the Affirmative Action order.



