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In the ITC investigation concerning Ascendis’ importation of drug products
containing CNP variants, Ascendis argues that “[t]he term ‘CNP variant’ does not
have a plain or established meaning in the art” such that “[i]t is important to
determine what exactly a ‘CNP variant’is ...” (Ex. 2007, 15 (emphases added).)
There, Ascendis argued against adopting BioMarin’s proposed ordinary meaning
(Ex. 2006, Appendix A) because it purportedly “ignores the function of the CNP
variant in the context of the claimed invention.” (Ex. 2008, 2-3.) Yet, in this PGR,
Ascendis contends that the term “CNP variant” has a plain and ordinary meaning
(see Petition, 23-25; Opp. (Paper 8), 6) and fails to engage in the same exercise of
determining the meaning of “CNP variant” that it believed was required in the ITC.
Ascendis’ material inconsistency cannot be excused by its erroneous assertion that
the *106 patent is “unrelated to” RE48,267, at issue in the ITC. (Opp., 2-5.) Itis
undisputed that both patents disclose the use of CNP variants to treat the same
disorder (skeletal dysplasia), and the *106 patent recites the same CNP variants as
claim 15 of RE48,267. (DD Req., 4.) With its inconsistency exposed, Ascendis
offers a purported “ordinary and customary meaning” (Opp., 5-7), which it argued
in the ITC never existed. This belated construction, however, supports a
discretionary denial because it is absent from the Petition in violation of 37 C.F.R.
42.204(b)(3), and was never applied in the Petition’s obviousness analysis, as

confirmed by Ascendis’ limited citations to the Petition’s background. (Opp., 6-7.)
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