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Arvinas Announces Submission of New Drug Application to U.S. FDA for
Vepdegestrant for Patients with ESR1-Mutated ER+/HER2- Advanced or
Metastatic Breast Cancer

June 6, 2025

— This submission is supported by the pivotal Phase 3 VERITAC-2 clinical trial, results of which were recently presented at the
2025 American Society for Clinical Oncology Annual Meeting and published in The New England Journal of Medicine —

— VERITAC-2 data support vepdegestrant as a potential treatment option in patients with ESR1m ER+/HER2- advanced or
metastatic breast cancer —

NEW HAVEN, Conn., June 06, 2025 (GLOBE NEWSWIRE) -- Arvinas, Inc. (Nasdaq: ARVN), today announced the submission of
a New Drug Application (NDA) to the U.S. Food and Drug Administration (FDA) with its partner Pfizer Inc. (NYSE: PFE), for
vepdegestrant for the treatment of patients with ER-positive (ER+)/human epidermal growth factor receptor 2 (HER2)-negative
(ER+/HER2-) ESR1-mutated advanced or metastatic breast cancer previously treated with endocrine-based therapy. This
submission is based on results from VERITAC-2 (NCT05654623), a global, randomized Phase 3 trial evaluating vepdegestrant
versus fulvestrant.

“This milestone comes after an exciting presentation at the American Society of Clinical Oncology’s annual meeting,” said John
Houston, Ph.D., Chairperson, Chief Executive Officer and President at Arvinas. “We look forward to the NDA review and to the
first ever FDA-approved PROTAC ER degrader potentially being available to patients who could benefit from a much needed, new
treatment option.”

Vepdegestrant is being jointly developed by Arvinas and Pfizer for the treatment of patients with advanced or metastatic
ER+/HER2- breast cancer and was granted fast track designation as a monotherapy by the FDA. Results from the VERITAC-2
study were recently presented in a late-breaking oral presentation at the American Society of Clinical Oncology (ASCO) 2025
Annual Meeting and were selected for the ASCO press briefing and for Best of ASCO. Detailed results were also simultaneously
published in the New England Journal of Medicine.

About the VERITAC-2 Clinical Trial

The Phase 3 VERITAC-2 clinical trial (NCT05654623) is a global, randomized trial evaluating the efficacy and safety of
vepdegestrant (ARV-471) as a monotherapy compared to fulvestrant in patients with ER+/HER2- advanced or metastatic breast
cancer. The trial enrolled 624 patients at sites in 25 countries who had previously received treatment with a CDK4/6 inhibitor plus
endocrine therapy.

Patients were randomized 1:1 to receive either vepdegestrant once daily, orally on a 28-day continuous dosing schedule, or
fulvestrant, administered intramuscularly on Days 1 and 15 of Cycle 1 and then on Day 1 of each 28-day cycle starting from Day 1
of Cycle 2. In the trial, 43% of patients (n=270) had ESR1 mutations detected. The primary endpoint was progression-free survival
(PFS) in the ESR1-mutation and intent-to-treat populations as determined by blinded independent central review. Overall survival
is the key secondary endpoint.

About Vepdegestrant

Vepdegestrant is an investigational, orally bioavailable PROTAC (PROteolysis TArgeting Chimera) protein degrader designed to
specifically target and degrade the estrogen receptor (ER). Vepdegestrant is being developed as a potential monotherapy for
ER+/HER2- advanced or metastatic breast cancer with estrogen receptor 1 (ESR1) mutations in the second line-plus setting.

In July 2021, Arvinas announced a global collaboration with Pfizer for the co-development and co-commercialization of
vepdegestrant; Arvinas and Pfizer will share worldwide development costs, commercialization expenses, and profits.

The U.S. Food and Drug Administration (FDA) has granted vepdegestrant Fast Track designation as a monotherapy in the
treatment of adults with ER+/HER2- advanced or metastatic breast cancer previously treated with endocrine-based therapy.

About Arvinas

Arvinas (Nasdaqg: ARVN) is a clinical-stage biotechnology company dedicated to improving the lives of patients suffering from
debilitating and life-threatening diseases. Through its PROTAC (PROteolysis TArgeting Chimera) protein degrader platform, the
Company is pioneering the development of protein degradation therapies designed to harness the body’s natural protein disposal
system to selectively and efficiently degrade and remove disease-causing proteins. Arvinas is currently progressing multiple
investigational drugs through clinical development programs, including vepdegestrant, targeting the estrogen receptor for patients
with locally advanced or metastatic ER+/HER2- breast cancer; ARV-393, targeting BCL6 for relapsed/refractory non-Hodgkin
Lymphoma; and ARV-102, targeting LRRK2 for neurodegenerative disorders. Arvinas is headquartered in New Haven,
Connecticut. For more information about Arvinas, visit www.arvinas.com and connect on LinkedIn and X.
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Forward-Looking Statements

This press release contains forward-looking statements within the meaning of The Private Securities Litigation Reform Act of 1995
that involve substantial risks and uncertainties, including statements regarding: the NDA review and to the first ever FDA-approved
PROTAC ER degrader potentially being available to patients who could benefit from a much needed, new treatment option; and
vepdegestrant’s development as a potential monotherapy for ER+/HER2- advanced or metastatic breast cancer with ESR1
mutations in the second line-plus setting. All statements, other than statements of historical fact, contained in this press release,
including statements regarding Arvinas’ strategy, future operations, future financial position, future revenues, projected costs,
prospects, plans and objectives of management, are forward-looking statements. The words “anticipate,” “believe,” “estimate,”
“expect,” “intend,” “may,” “plan,” “target,” “goal,” “potential,” “will,” “would,” “could,” “should,” “look forward,” “continue,” and similar
expressions are intended to identify forward-looking statements, although not all forward-looking statements contain these
identifying words.
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Arvinas may not actually achieve the plans, intentions or expectations disclosed in these forward-looking statements, and you
should not place undue reliance on such forward-looking statements. Actual results or events could differ materially from the
plans, intentions and expectations disclosed in the forward-looking statements Arvinas makes as a result of various risks and
uncertainties, including but not limited to: whether Arvinas and Pfizer will successfully perform their respective obligations under
the collaboration between Arvinas and Pfizer; whether Arvinas and Pfizer will be able to successfully conduct and complete clinical
development for vepdegestrant as a monotherapy; whether the VERITAC-2 clinical trial will meet the secondary endpoint for
overall survival; risks related to our expectations regarding the potential clinical benefit of vepdegestrant to patients; uncertainties
relating to regulatory applications and related filing and approval timelines, including the New Drug Application seeking FDA
approval of vepdegestrant and the risk that any regulatory approvals, if granted, may be subject to significant limitations on use or
subject to withdrawal or other adverse actions by the applicable regulatory authority; whether FDA or other regulatory authorities
will require additional information or further studies, or may fail or refuse to approve or may delay approval of vepdegestrant;
whether Arvinas and Pfizer, as appropriate, will be able to obtain marketing approval for and commercialize vepdegestrant and
other product candidates on current timelines or at all; Arvinas’ ability to protect its intellectual property portfolio; Arvinas’ reliance
on third parties; whether Arvinas will be able to raise capital when needed; whether Arvinas’ cash and cash equivalent resources
will be sufficient to fund its foreseeable and unforeseeable operating expenses and capital expenditure requirements; and other
important factors discussed in the “Risk Factors” section of Arvinas’ Annual Report on Form 10-K for the year ended December

31, 2024 and subsequent other reports on file with the U.S. Securities and Exchange Commission. The forward-looking
statements contained in this press release reflect Arvinas’ current views with respect to future events, and Arvinas assumes no
obligation to update any forward-looking statements, except as required by applicable law. These forward-looking statements
should not be relied upon as representing Arvinas’ views as of any date subsequent to the date of this release.

Contacts

Investors:

Jeff Boyle

+1 (347) 247-5089
Jeff.Boyle@arvinas.com

Media:

Kirsten Owens

+1 (203) 584-0307
Kirsten.Owens@arvinas.com



https://www.globenewswire.com/Tracker?data=n3uNUKYAmmuQ4mVcwOkJ_nAznpXhRY9FgXdthq22IXKR7BX3KqrtdKnq7B181iJlPNmX0ABPq9IabSZQsN0V3zstzGfcSjKmM9tpYnuDNmc0wq2ygCT7V-Z9sEayZHNIOwpSjW-rrsHhqOOjVBVGzKrGB4jfUkQVeV_F0gevqRBxgIUZqGn41pMMG10eH0iMG_IL6l-3ITbREva7H451b4moFz4LZqgdlvwNzYqq_y6rf8CE9_bhn7HBsEtniesPNiXsO-XU97HNkHyIlw50_nlSLvLPut9YDI0sV8Zvr9woLcfih78jPcHTezzM_IrANz3X_EYCalTyhUMAM29l1CyqtThG6RCsaMkwxBYFN_mmim0qq6XdfM9x5HZ2-IwMtohnD1Hs4txhDzZICZOBNppljXJ7Rh5RpVr56AhdkIN3EHTPghKBdfXwylFu5XURrtr7fkdPGRic0j-tox0K3QOEA7ceRY3A-MwqOg5YrXy6uh-l1-BLU427xQhjfSR49Vj-SdPP89qyZbgp5wF9JGCzyoNsVYEHFW6tuHLY4ezQJy0UJ2Aw0XZZeAYgX0YpyI2yXBeZaIeYg5fCBNi2TyRVMJ3ShBEIsfagxabtx7CPrTiCa9vmbs7yH_Dqg7GVBqSSVAcToqJ6YwN0NIAxipBes3cTCnTj-1mcV0dBYrSVMnhB8Cb2CjyDBcHrEfp7-Q31ZjhrsPtoyGXvFXlhEY8xyEynkz4LuhaJ4pr43fyykn6k0oXfPWe9aeg9sTMUEwmHmOIxPNJbIhXszet0z8ACFilcAj65NkQyEg4zFsW1qCspQAPHVA2OhJ51wMLAlvjteW_Bduvf_3NQIZrnbpQ14gzne9J7biuS3k8IKkhg5FdEugirb7s0c4IlQMLXnmP9RHz4je40kRP7KksEbgCjFs3KjgVgx4k0dC5agQB_FBLp_xOEAnr9CrW7sO6w1oxXV0tnsgga0OZHWT4hXH3oT80q1bWfTGgLn5I9wN5nKKHYvLoMk224KRZfR70PjhG3hCGDqXu4bo1bjV7GUSVYIU2uYhCR083fZB5qjndBnfpbWiokJjCzEqxds1vD49xn7Yc7Xp92cAlnnVOxBxMvswpxCwRFVHBLJMw3QJjl10v5YUORWhH5sCqtlcCBo9Qp-J21H3-e0_XgefG1WbLj1H6211PWH8URtL5m02zO4VDCaEsXDZ1J0DAGYZ4I
https://www.globenewswire.com/Tracker?data=2X0R5u3gEzK34-a0jAqmhbRXjXpWWanBAyE3zQ05CXkw3uOhRUomG21ntaXihtBgRVtUkf3r80S-jvj15JGdWHvzVRIRZEINHKVfJ5YhrPh0zoIuzvX5tmTBPXAwV9gNM-G4N6mi374LlAQghklU7jLJ77W-Fk93KyqnQr0Y2U_5kEBdvZ5YqoB0TSRjbfu8fRVEiMdvMcOWjvq-qG5KhI_4IElaVYhW68KAVYVUNW-kzyz8kzeOrTOsebKPp-0fILdDT3qeLW7RVhMcjMSh8Dhi6NlKP5NtnOp5it3LZJJBTbAzuBmEi1UmYjORbQIYjznOTyDtTuMgQQ3saE2TE6lWr_RWgcITOjhHmtVSYsyulwc6LsmgJu5xiRMbvG6rRawKfMDp1mtVfmmLnaWFbHPklGOGVHYoQeESE7rVfVHdVRu4MHUl0jOTy7ME0aYbAe-VCMb6MjNtZIpxO22lgjIjDn6J3avlf1JeulhjfZvaoQV_ONRYMFgVjgc7SLXMhOKXrbfLhJv3iidKzHDk4-nklWOGN3obR4zDemf5SupHqFl2pOegRnM_t3k2Jyomphofsfql_mG3q1eBbuvjfBe7nXPBMY0GBByT5dOQUHtya5g7bP2EStfdaeJcSn-ySxcIGQfLvMfFjzHhq-LHpaUVXSIp3GIUyEEUYHrBYCTmJ7fNz5OcdEGRrtafKxvM0TpsD14LcSpF5yrNqpvNn5yWTIk7rkYcWmyHC0LtH5K-nwpj3E9X4GsW3gse20DkXhH9HETx3jSwgUTPmSGTyU83_FOmt6Dm_lJYwX_lw2Y=

