verzenio fda approval history

verzenio fda approval history traces the regulatory milestones of Verzenio, a prominent drug in the
treatment of breast cancer. As a CDK4/6 inhibitor, Verzenio (abemaciclib) has played a critical role in
advancing therapies for hormone receptor-positive, HER2-negative breast cancer. This article explores
the detailed timeline of Verzenio's FDA approvals, the clinical trials underpinning these decisions, and
the expanding indications approved by the U.S. Food and Drug Administration. Understanding the
verzenio fda approval history offers valuable insights into the drug’s evolving role in oncology and its
impact on patient care. The following sections will cover the initial approval, subsequent label

expansions, and key clinical studies that supported the FDA’s decisions.

Initial FDA Approval of Verzenio

Expanded Indications and Subsequent Approvals

Clinical Trials Supporting FDA Approvals

Regulatory Impact and Market Availability

Initial FDA Approval of Verzenio

The verzenio fda approval history begins with its initial approval in 2017. The U.S. Food and Drug
Administration granted accelerated approval to Verzenio on September 28, 2017. This first approval
was for the treatment of adult patients with hormone receptor-positive (HR+), human epidermal growth
factor receptor 2-negative (HER2-) advanced or metastatic breast cancer. Specifically, Verzenio was
approved for use in combination with an aromatase inhibitor as initial endocrine-based therapy or with

fulvestrant in patients with disease progression following endocrine therapy.



Approval Context and Significance

This initial FDA approval was significant as it introduced Verzenio as the third CDK4/6 inhibitor
available in the U.S. market, following palbociclib and ribociclib. The approval was based on clinical
trial data demonstrating Verzenio’s ability to significantly improve progression-free survival in this
patient population. As a result, Verzenio became an important option in the management of HR+,

HER2- breast cancer, addressing a critical need for targeted therapies in metastatic disease.

Key FDA Designations
During the approval process, Verzenio received several important FDA designations that expedited its

review and facilitated faster patient access:

¢ Priority Review — to hasten the evaluation process due to the drug’s potential to provide

significant improvement over existing treatments.

» Breakthrough Therapy Designation — recognizing Verzenio’s potential to demonstrate substantial

improvement in treatment outcomes compared to standard therapies.

* Accelerated Approval — allowing earlier approval based on surrogate endpoints, contingent on

confirmatory trials.

Expanded Indications and Subsequent Approvals

Following its initial approval, the verzenio fda approval history includes several important label
expansions that broadened its clinical applications. These expansions reflect the growing body of

evidence supporting Verzenio’s efficacy and safety across different breast cancer settings.



Adjuvant Treatment Approval

In February 2021, the FDA approved Verzenio for adjuvant treatment of adult patients with HR+,
HER2-, node-positive early breast cancer at high risk of recurrence. This approval marked a significant
step, as Verzenio was now authorized for use in earlier stages of breast cancer to reduce the risk of

recurrence after surgery and standard endocrine therapy.

Monotherapy Approval

Another milestone in the verzenio fda approval history was the FDA’s approval of Verzenio as
monotherapy in patients with HR+, HER2- advanced or metastatic breast cancer who have progressed
after endocrine therapy and prior chemotherapy in the metastatic setting. This approval, granted in
September 2017 alongside the combination therapy indication, offered an additional treatment option

for patients with more advanced disease and limited alternatives.

Ongoing Label Expansion Efforts

Verzenio continues to be evaluated for additional indications, including combination therapies with
other agents and use in other tumor types beyond breast cancer. The ongoing clinical development
program aims to support further FDA approvals, which would further extend Verzenio’s utility in

oncology.

Clinical Trials Supporting FDA Approvals

The verzenio fda approval history is closely linked to several pivotal clinical trials that established the
drug’s efficacy and safety profile. These trials provided the scientific evidence required for FDA

regulatory decisions.



MONARCH 2 Trial

The MONARCH 2 trial was a randomized, double-blind, placebo-controlled phase Il study evaluating
Verzenio plus fulvestrant versus placebo plus fulvestrant in patients with HR+, HER2-, advanced
breast cancer who had progressed on prior endocrine therapy. The trial demonstrated a significant
improvement in progression-free survival and overall survival, which was instrumental in supporting the

initial FDA approval for combination therapy in 2017.

MONARCH 3 Trial

MONARCH 3 was another phase Ill study that assessed Verzenio in combination with an aromatase
inhibitor in postmenopausal women with HR+, HER2- advanced breast cancer who had not received
prior systemic therapy. This trial showed substantial benefits in delaying disease progression,

contributing to the expanded indication for initial endocrine-based therapy.

MONARCH E Trial

The MONARCH E study was a landmark trial evaluating Verzenio in the adjuvant setting for early-
stage breast cancer patients at high risk of recurrence. Results from MONARCH E demonstrated a
statistically significant reduction in invasive disease-free survival events, supporting the 2021 FDA

approval for adjuvant therapy.

Summary of Key Clinical Trial Outcomes

¢ Improved progression-free survival in metastatic breast cancer

e Significant overall survival benefit in combination settings

¢ Reduction in risk of disease recurrence in early breast cancer



¢ Manageable safety profile with common adverse events well characterized

Regulatory Impact and Market Availability

The verzenio fda approval history has had a profound regulatory and commercial impact since 2017.
Verzenio’s approvals have reshaped treatment paradigms for HR+, HER2- breast cancer, providing

oncologists and patients with effective targeted therapy options.

FDA’s Role in Ensuring Safety and Efficacy

The FDA'’s rigorous review and ongoing monitoring processes have ensured that Verzenio meets high
standards for safety and efficacy. Post-marketing surveillance and additional studies continue to inform

the drug’s risk-benefit profile, guiding prescribing practices and patient management.

Market Penetration and Clinical Adoption

Verzenio has achieved significant market penetration in the United States, supported by its broad FDA-
approved indications and demonstrated clinical benefits. It is commonly prescribed in both metastatic
and adjuvant settings, reflecting widespread acceptance among oncologists as a standard of care

option for appropriate patients.

Future Outlook

Continued research and potential FDA approvals for new indications or combination regimens could
further enhance Verzenio’s role in oncology. Its approval history exemplifies the evolving landscape of

targeted cancer therapies and ongoing innovation in breast cancer treatment.



Frequently Asked Questions

When was Verzenio first approved by the FDA?

Verzenio (abemaciclib) was first approved by the FDA in September 2017 for the treatment of HR-

positive, HER2-negative advanced or metastatic breast cancer.

What was the initial indication for Verzenio's FDA approval?

The initial FDA approval of Verzenio was for use in combination with fulvestrant for the treatment of
women with HR-positive, HER2-negative advanced or metastatic breast cancer who had disease

progression following endocrine therapy.

Has the FDA approved Verzenio for any other indications since its
initial approval?

Yes, the FDA has expanded Verzenio's approval to include use as a monotherapy for patients with
HR-positive, HER2-negative advanced or metastatic breast cancer who have progressed following

endocrine therapy and prior chemotherapy in the metastatic setting.

What clinical trial data supported the FDA approval of Verzenio?

The FDA approval of Verzenio was primarily supported by data from the MONARCH 2 and MONARCH
3 clinical trials, which demonstrated significant improvement in progression-free survival when Verzenio

was added to endocrine therapy.

Has Verzenio received any FDA approvals for use in early-stage breast
cancer?

Yes, Verzenio received FDA approval for adjuvant treatment of adult patients with HR-positive, HER2-
negative, node-positive early breast cancer at high risk of recurrence, based on results from the

monarchE trial.



What is the significance of the FDA approval history of Verzenio for
patients?

The evolving FDA approval history of Verzenio reflects its expanding role as an effective treatment
option for various stages of HR-positive, HER2-negative breast cancer, providing patients with more

targeted therapies that improve outcomes.

Additional Resources

1. Verzenio and the Evolution of Breast Cancer Treatment: An FDA Approval Journey

This book traces the development and FDA approval timeline of Verzenio, highlighting its impact on
advanced breast cancer therapy. It delves into the clinical trials, regulatory challenges, and
breakthrough moments that defined the drug’s path to market. Readers gain insight into the

collaborative efforts between researchers, pharmaceutical companies, and the FDA.

2. From Laboratory to Patient: The FDA Approval History of Verzenio

Exploring the scientific and regulatory milestones, this book offers a comprehensive overview of
Verzenio’s journey from lab discovery to FDA approval. It discusses the drug’s mechanism of action,
key clinical studies, and the criteria that led to its eventual acceptance for breast cancer treatment. The

narrative provides a detailed understanding of drug approval processes.

3. Verzenio’s FDA Approval: Transforming Oncology Care

This title focuses on how Verzenio’s FDA approval has changed the landscape of oncology,
particularly in hormone receptor-positive breast cancer. It reviews pivotal clinical trials, safety
evaluations, and the FDA’s decision-making framework. The book also examines patient outcomes

and future directions for CDK4/6 inhibitors.

4. Regulatory Pathways and Verzenio: A Case Study in FDA Approval
Offering a deep dive into the regulatory aspects, this book analyzes the FDA’s review process for

Verzenio. It covers submission documents, advisory committee meetings, and post-approval



monitoring. Readers interested in pharmaceutical regulation and drug safety will find this case study

particularly valuable.

5. Verzenio’s Clinical Trials: The Foundation of FDA Approval

This book centers on the clinical trials that were crucial to Verzenio’s FDA approval. Detailed
descriptions of trial design, patient populations, and efficacy results are presented to illustrate the
scientific rigor behind the approval. The author also discusses how these trials influenced treatment

guidelines.

6. The Impact of Verzenio’s FDA Approval on Breast Cancer Therapy
Here, the focus is on the broader implications of Verzenio’s approval for patients and healthcare
providers. It examines changes in treatment protocols, insurance coverage decisions, and patient

quality of life. The book also considers ongoing research influenced by Verzenio’s success.

7. FDA Approvals in Oncology: Spotlight on Verzenio
This book places Verzenio’s approval within the context of recent oncology drug approvals by the
FDA. It compares regulatory strategies, approval timelines, and clinical benefits across several cancer

therapies. The work highlights trends and lessons learned from Verzenio’s case.

8. Verzenio and the CDK4/6 Inhibitor Revolution: FDA Approval Insights
Focusing on the class of CDK4/6 inhibitors, this book explores Verzenio’s role and FDA approval story
in detail. It discusses the drug’s competitive advantages, safety profile, and regulatory hurdles. The

narrative provides a broader understanding of targeted cancer therapies.

9. Breaking Barriers: The FDA Approval History of Verzenio in Metastatic Breast Cancer

This title chronicles the challenges and breakthroughs in securing FDA approval for Verzenio in
metastatic breast cancer treatment. It highlights patient advocacy, clinical innovation, and regulatory
milestones that shaped the approval process. The book is an inspiring account of modern drug

development and approval.
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