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(1) Application

{(A) In general

Subject to subparagraph (B), in the case of a biological product that would (but for this subsection) be an
extended-monopoly drug (as defined in section 13201—3(c)(4) of this title) included as a selected drug on the list
published under subsection (a) with respect to an initial price applicability year, the rules described in paragraph
(2) shall apply if the Secretary determines that there is a high likelihood (as described in paragraph (3)) that a
biosimilar biological product (for which such biological product will be the reference product) will be licensed and
marketed under section 262(k) of this title before the date that is 2 years after the selected drug publication date
with respect to such initial price applicability year.

AtZ: US code(42 US.C. §1320F-1), AtEAISH

@ YA Q0] O™ Q74: FDA HIO|QA| Y2 3]7HAH(351(k) BLA) B + ZA|S SubRier gistor 27 =xf
(3) High likelihood

For purpeses of this subsection, there is a high likelinood described in paragraph (1) or paragraph (2), as
applicable, if the Secretary finds that—

(A) an application for licensure under section 262(k) of this title for the biosimilar biclogical product has been
accepted for review or approved by the Food and Drug Administration; and

(B) information from items described in sub clauses 2 (I){bb) and (111} of paragraph (1)(B)(ii) submitted to the
Secretary by the manufacturer requesting a delay under such paragraph provides clear and convincing

evidence that such biosimilar biological product will, within the time period specified under paragraph (1)(A) or
(2)(B)(i)(1). be marketed.

il

At=: US code(d42 US.C. §1320F-1), ASHEAESH

Q@ Y& ROl 712k HIOIRAIEZ] 24T1HY || CHY 478 Al 2 1H [0
(2) Rules described

The rules described in this paragraph are the following:

{A) Delayed selection and negotiation for 1 year

If a determination of high likelihood is made under paragraph (3), the Secretary shall delay the inclusion of
the biclogical product as a selected drug on the list published under subsection (a) until such list is published
with respect to the initial price applicability year that is 1 year after the initial price applicability year for which the
bioclogical product would have been included as a selected drug on such list.

At&: US code(42 US.C. §1320F-1), AIStEA IS A

@ FIt Y& [0 2: AL2] S7HEA TH Q% Al 118 37} |0l AL 2ENX| Jks
(iiiy Second 1-year delay

IT the Secretary determines that there is a high likelihood that such biosimilar biclogical product will be
licensed and marketed (as described in clause (i)(1)) and a significant amount of progress has been made
by the manufacturer of such biosimilar biological product towards such licensure and marketing (as
described in clause (i)(1)), the Secretary shall delay the inclusion of the biological product as a selected
drug on the list published under subsection (a) until the selected drug publication date of such list with
respect to the initial price applicability year that is 2 years after the initial price applicability year for which
such biological product would have been included as a selected drug on such list but for this subsection.

At&: US code(d2 US.C. §1320F-1), AItEAISH
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Helen Torley
President and CEQ

Yeah, I'll take the second part first, Dave. We haven't engaged in any conversations with Merck,
and obviously, if we did do that, we wouldn't be in a position to provide any updates on that.

AtZ: &22121(3Q26 IR), AlSHEAIZH

LEXY: CMS 2F 74 HHFol 2035H7HK| 2EE| I 0o 2o|2t X!

HALOZYME REAFFIRMS IT PROJECTS ZERO TO MINIMAL IMPACT TO ROYALTY REVENUE THROUGH AT LEAST 2035 BASED ON
MEDICARE DRUG PRICE NEGOTIATION PROGRAM FINAL RULE FOR IPAY 2029

November 6, 2026

SAN DIEGO, Nov. 6, 2026 [PRNewswire/ -- Halozyme Therapeutics, Inc. (Nasdaq: HALO) ("Halozyme" or the "Company”) today confirmed that
the Company expects zero to minimal royalty revenue impact based on its analysis of the final rule for the Medicare Drug Price Negotiation
Program ("Program”) issued by the U.S. Centers for Medicare & Medicaid Services ("CMS") on November 5th, 2026.

“Based on our analysis of CMS's final rule and the statutory framework established under the One Big Beautiful Bill Act ("OBBBA"), Halozyme
projects zero to minimal impact to its royalty revenues through at least 2035. Importantly, there is also no projected impact on the
Company's ability to execute new ENHANZE® partnership agreements where improving the patient treatment experience and competitive
differentiation continue to be the top reasons ENHANZE is utilized," commented Dr. Helen Torley, President and Chief Executive Officer.

This outlook is supported by statements in the final rule affirming that orphan drug protections remain applicable and addressing the impacts
of biosimilar entry on Program eligibility.

At2: 822121(2026.11 R), AlISHEAIESH
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