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Objectives

Evaluate key components for 
biosimilar additions to formulary 
including clinical and financial 
elements

01
Design policies and workflows to 
support biosimilar formularies 
throughout diverse hospital 
systems

02
Identify common challenges among 
the landscape of biosimilars within 
institutional settings

03
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What is a biosimilar?
Biological product

Highly similar to reference product

No clinically meaningful differences from reference 
product

Still has rigorous evaluation/testing requirements 

Examples: Trastuzumab, bevacizumab, rituximab, 
pegfilgrastim, filgrastim, infliximab, denosumab

FDA approved biosimilars continues to expand

U.S. Food and Drug Administration (FDA). Biosimilars: Overview for Health Care Professionals. Accessed July 2026. 
FDA Purple Book Database. Accessed July 2026. https://purplebooksearch.fda.gov/
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US FDA regulatory approval pathway comparison between 
reference products and biosimilars

https://purplebooksearch.fda.gov/


Interchangeable Biosimilar

U.S. FDA. Interchangeable biological products. Accessed July 2026.
CardinalHealth. State regulations for biosimilar interchangeability. Accessed July 2026.

Humphreys S. Evidence Based Oncology. Aug 2023. 29(7):SP545-8.

Requested by manufacturer

• Must submit additional information that show the safety of switching without decrease in 
effectiveness

Allows the pharmacist to substitute without prescriber intervention (in certain 
states)

• KY allows for substitution in line with generic substitution 
• Pharmacists must communicate substitution to the patient immediately and back to the provider 

within 5 days
• IN law does not allow automatic substitution, unless the prescriber includes "may substitute" on 

prescription

FDA Purple Book Database

https://purplebooksearch.fda.gov/


Use of biosimilars in practice
2016 European Society of Medical 

Oncology (ESMO)

• Biosimilar use is critical to 
reducing drug costs

• Advocates for labeling that 
includes immunogenicity and 
clinical testing data

• No clear guidance on 
switching/interchangeability; 
discourages automatic 
substitution

• Supports robust scientific 
study enabling extrapolation of 
indications

2025 Community Oncology 
Alliance (COA)

• Advocates for clinic-level 
biosimilar selection to improve 
efficiency, minimize waste, 
and reduce inventory costs

• Warns of potential market 
distortion from rapid ASP and 
rebate changes

• Acknowledges barriers around 
interchangeability and payor 
constraints

• Calls for regulatory oversight 
to improve clinical 
transparency and community 
practice pricing

2023 American Society of 
Clinical Oncology (ASCO)

• Increase education for 
patients and providers to build 
biosimilar confidence

• Payers should provide 
transparent formulary 
decisions and reduce 
inventory barriers (e.g., 
multiple biosimilars of the 
same reference product

• Substitution decisions should 
remain between patient and 
physician

• Promote regulatory pathways 
to encourage biosimilar 
market entry, including 
reduced data exclusivity

• Continue post-market 
surveillance and cost-
effectiveness researchGladys Rodriguez et al. JCO Oncol Pract 19, 411-419(2023).

Community Oncology Alliance. (2024). COA position statement on biosimilars. Accessed July 2026.
Schiestl M, Krendyukov A. ESMO Open, 2

https://ascopubs.org/action/doSearch?ContribAuthorRaw=Rodriguez%2C+Gladys


Key components for biosimilar additions to 
formulary

Clinical

Clinical need and provider 
acceptance
FDA indications, available 
evidence

Financial

Payer mix and 
reimbursement strategy
Drug acquisition model 
(340B, GPO/WAC, AWP, 
wholesaler contracts)
Pass through 
reimbursement 
opportunities

Operational

Product availability
Inventory strategy and 
number of products to 
stock
Storage capacity and 
supply chain 
considerations
Frequency of formulary 
review and reassessment



Economics of Biosimilars

• Biologic medications 
represent 47% of US drug 
spending
oOnly 2% of overall sales

• Average sales price for 
biosimilar is 15-50% lower 
than reference drug
oPotentially can result in 

significant savings, especially 
over time

Schiestl M, Krendyukov A. ESMO Open, 2
Community Oncology Alliance. (2024). COA position statement on biosimilars. Accessed July 2026.

Association for Accessible Medicines (AAM). 2024 U.S. Generic & Biosimilar Medicines Savings Report. Published 2024.
Report: Biosimilar in the United States 2023-2027: Competition, Saving, and Sustainability. IQVIA Institute for Human Data Science. January 2023. 



IQVIA Institute. Biosimilars in the United States 2020-2024. Published October 2020.
Gladys Rodriguez et al. JCO Oncol Pract 19, 411-419(2023).

https://ascopubs.org/action/doSearch?ContribAuthorRaw=Rodriguez%2C+Gladys


Realizing cost savings

Pharmacist-led implementation accelerates biosimilar 
uptake

Standardized workflows and EMR optimization improve 
consistency

Continued review of biosimilars necessary to ensure 
optimal outcomes

Bourbeau B, et al. JCO Oncol Pract. 2023. 
Chang M, et al. J Clin Oncol. 2023 (ASCO Abstract 6516). 

Gilmore JW, et al. J Clin Oncol. 2025 (ASCO Abstract 11033).



Summary of 
Challenges/Future 

Directions

Continued growth of biologic agents and 
biosimilar pipeline as patents expire

Role of payors and the rebate system on 
market competition

Impact of site of care challenges

Expansion beyond oncology



Q & A Time



Norton Cancer Institute



Norton Cancer Institute



Baptist Health



Baptist Health



UK  - Markey

UK 
Preferred

Anthem Humana United Cigna Aetna/CVS 
Health

WellCare Passport Traditional 
Medicare

Bevacizumab 
Products

Mvasi Avastin/ 
Mvasi

Mvasi and 
Zirabev

Commercial 
& MCO (not 
Medicare 
Advantage 
plans): Mvasi 
preferred

Mvasi and 
Zirabev

Mvasi, 
Zirabev, 
Avastin

MCO prefers 
Mvasi and 

Zirabev

Mvasi Alymsys
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