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The government’s response confirms the need for prompt resolution
of this appeal. CMS does not dispute that the statute authorizes it to
1mpose price controls on no more than “15 negotiation-eligible drugs” in
2027. 42 U.S.C. § 1320f-1(a)(2). Nor does it deny that the statute defines
“negotiation-eligible drug” to mean a “drug product” or “biological
product” approved or licensed by FDA. It also cannot deny that, just
weeks ago, CMS announced its decision to impose price controls in 2027
on more than 15 drug or biological products—including by grouping
together as a single “negotiation-eligible drug” three different Novo
Nordisk products that were separately approved by FDA and are used to
treat different patients with different conditions. Indeed, CMS’s response
makes a telling admission when it states that the agency is subjecting
“different forms of semaglutide” to price controls, Dkt. 72 at 2, focusing
on the active ingredient (semaglutide) and not the three distinct Novo
Nordisk products (Ozempic®, Ryblesus®, and Wegovy®) that CMS has
unlawfully grouped together.

This appeal is the Court’s first opportunity to address whether CMS
can ignore the statute’s express limit on the number of products subject

to price controls. No other appeal before this Court presents the merits
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of this statutory question.! And the question is both important and
pressing: Deciding how many products to subject to price controls—a
decision Congress made—requires carefully balancing the benefits of
coercive government prices against the substantial harms they will cause
to innovation and private rights.

The government argues that CMS’s recent decision is no cause for
expedition because the next round of price controls “will take effect no
earlier than January 1, 2027.” Dkt. 72 at 2. But the government cannot
refute that its decision has imminent consequences. Novo Nordisk will be
forced to sign an agreement this month with CMS, will be coerced by
March 1 into submitting voluminous and highly confidential data and
other information relating to all three of these drugs, and will be required
over the coming months to participate in a one-sided “negotiation”
process controlled by CMS. See Dkt. 69 § 9; CMS, Medicare Drug Price
Negotiation Program: Selected Drugs for Initial Price Applicability Year

2027, at pdf p. 4 (Jan. 2025), available at https://tinyurl.com/5h7aka7x.

1 While another plaintiff raised a similar statutory challenge before
the district court, its arguments on appeal focus only on its Article III
standing. See Opening Brief at 25-42, AstraZeneca Pharms., LP v.
Becerra, No. 24-1819 (3d Cir. July 15, 2024), Dkt. 20.
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These consequences of CMS’s statutory violations more that justify
expediting this appeal.

The government next asserts that the Court need not expedite
because, in its view, the agency will win on the merits. See Dkt. 72 at 2.
Novo Nordisk disagrees, see Dkts. 18, 67, but in any event, the
government is putting the cart before the horse. Before Novo Nordisk is
forced to bear the brunt of CMS’s actions, this Court should enforce the
statutory limits on the agency’s power. No court has ever held that CMS’s
decision to group different products by “active ingredient” or “active
moiety” aligns with the IRA’s statutory text.

For these reasons and the reasons stated in i1ts motion, Novo
Nordisk respectfully requests that this Court set oral argument as soon

as practicable and resolve the appeal expeditiously following argument.
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