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U.S. Biosimilar Market Overview

As of July 11, 2025
Source: US FDA and AAM Commercial Assessment. Includes 9 unbranded products.
Savings and patient day data developed by the Biosimilars Council with IQVIA.

67 $56.2 BILLION
Biosimilar savings since 2015

90% of the 118 biologics losing exclusivity in the 
next decade—valued at $234 billion overall—
currently have no biosimilars in development.

Biosimilars have been used in almost 3.3 
BILLION DAYS of patient therapy and have 
resulted in more than 460 MILLION 
INCREMENTAL DAYS of therapy

MARKETED

APPROVED

21
REFERENCE PRODUCTS

84
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Biologics accounted for 51% of total US prescription medicine spending in 

2024 despite only accounting for 5% of prescription volume

US Prescription Medicine Spending by Molecule Type and Year 
(IQVIA MIDAS; Total Invoice Spend; 2015-2024)

As chronic disease prevalence and treatment costs continue to grow, biosimilars offer an alternative from the status quo to 

better allocate resources and deliver substantial savings for the healthcare system

Problem Statement Biosimilar Value Proposition Potential SolutionsUS Market Dynamics

Notes: NCD: Non-communicable disease; “Biosimilar” means a “Biosimilar Biological Product” ^DDD = Defined Daily Doses, based on the typical daily dose of a drug used in a specific condition normalized to monthly values

Source: IQVIA MIDAS; US Manufacturer Sales

Biologic Small Molecule
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Sandoz & IQVIA | Biosimilars: Clarifying Their Evolving Role, and Quantifying Their Potential in the US Healthcare System5



Biosimilars in the United States 2023-2027. IQVIA. (2023, January 31). https://www.iqvia.com/insights/the-iqvia-institute/reports-and-

publications/reports/biosimilars-in-the-united-states-2023-2027 Samsung Bioepis. (2025). Biosimilar Market Dynamics 8th Edition, Q1 

2025. Retrieved February 26, 2025, 

from https://www.samsungbioepis.com/en/etc/gadown.do?filename=SB+Biosimilar+Market+Report+Q1+2025.pdf
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Commercial market share in the US varies 
across products and therapeutic area
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67%

60%

Biosimilar Market Share Post-Launch

13%
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80%
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9%

37%
37%

As of September 2024

*Updated data confirms 

adalimumab market 

share increased to 23%, 

as of November 2024.
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97%

3%

Pharmacy Benefit Biosimilars

CASE STUDY
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A year in, the U.S. is still not 

taking advantage of lower-

cost biosimilars for Humira

Humira Biosimilars Not 

Gaining Traction Epitomizes 

Dysfunctional U.S. System

How AbbVie’s Humira Still 

Reigns, Despite New 

Competition

HUMIRA

BIOSIMILARS

Biosimilars in the United States 2023-2027. IQVIA. (2023, January 31). https://www.iqvia.com/insights/the-iqvia-

institute/reports-and-publications/reports/biosimilars-in-the-united-states-2023-2027

2023 Adalimumab Biosimilars
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Biologic Expiries 2025–2034 and Biosimilar Pipeline by Therapy Area
The Image Below Shows That Biosimilar Pipeline Development Is Limited to a Few Specific 
Therapy Areas — With the Rest Stuck in the Void

Source: IQVIA Institute for Human Data Science. February 2025. Assessing the Biosimilar Void in in the U.S.: 
Achieving Sustainable Levels of Biosimilar Competition. Available from iqviainstitute.org.
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Key barriers to biosimilars’ market 
penetration in the U.S. remain

Regulatory Hurdles IP Landscape

Originator BehaviorMisaligned Incentives

Pricing & Reimbursement



Leveraging momentum to futureproof biosimilars

10

Prioritizing engagement with 

influential stakeholders

Streamlining regulatory 

efficiencies to pursue broader 

biosimilar development for 

untapped LOEs

Remove roadblocks to biosimilar 

adoption and promote healthy 

competition

Market Sustainability Biosimilar Development
Activating Biosimilar 

Champions
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Presented by: 

Michael H. Shannon, MD
Ventegra Medical Director and Practicing Endocrinologist

Biosimilar Adoption
A Closer Look at the Challenges & Opportunities
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Rising 
Pharmaceutical 
Costs
Median Annual Cost of 
Treatment

$498k
Non-oncology orphan

$412K
Oncology

$350K
All products

$40.5K
Specialty

$14.5K
Traditional
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Pharmaceutical Spend By Brand, Generics and SpecialtyBrand vs 
Generic
Spend

Brand vs. Generic
• Brand Rx’s is 13% of 

Rx’s but 90% of total 
spend

• Brand Cost per Rx is 
~ 30x higher than 
generic

• Specialty Cost per Rx 
is ~56x higher than 
all average Rx cost

Approx Ave Rx Cost* – Brand: $448, Generic: $15, Specialty: $6,200, 
All: $110  

Sources: AAM - The U.S. Generic & Biosimilar Medicines Savings Report SEPTEMBER 2024 
* Ventegra Utilization Data based on approximate ingredient costs (WAC and ACI)

https://accessiblemeds.org/wp-content/uploads/2025/01/AAM-2024-Generic-Biosimilar-Medicines-Savings-Report.pdf
https://accessiblemeds.org/wp-content/uploads/2025/01/AAM-2024-Generic-Biosimilar-Medicines-Savings-Report.pdf
https://accessiblemeds.org/wp-content/uploads/2025/01/AAM-2024-Generic-Biosimilar-Medicines-Savings-Report.pdf
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What Therapeutic Areas have more Brand Dominance?Therapeutic 
Areas for 
Spend 
Breakdown

Brand vs Generic
Overall, 90% of all Rx’s 
filled are generics

Brand Fill %

• Immunology – 90%

• Obesity – 61%

• Diabetes – 48%

• Hematologics – 46%



Small Molecule Drugs vs. Biologics

Biologics are large, complex proteins 

made from living cells that are engineered 
by scientists. 

Small molecule drugs 
are simple and well-defined. 

vs

Like a rowboat, their 
design can be easily 
replicated!

Like a cruise ship, 
their design is 
unlikely to be 
exactly replicated!



Biosimilars

Reference Product 
• Original FDA-approved 

biological product.

• Prescribed by a provider.

Biosimilar
• Highly similar and with no 

clinically meaningful 
differences when compared to 
the reference product.

• Prescribed by a provider.

Source: FDA Biosimilars  

A biosimilar when compared to a reference 
(originator) product:

• Is highly similar and has no clinically meaningful 
differences in terms of the safety, purity, and potency 
(i.e., safety and effectiveness) and NOT to re-establish 
safety and efficacy that was confirmed with the 
reference product.

• Are made from the same types of sources, are 
administered the same way, and have the same 
strength, dosage, potential treatment effects, and 
potential side effects as the reference product. 

• All undergo a rigorous evaluation to ensure they are as 
safe and effective as their reference products.

Biosimilars are NOT generic equivalents to the reference (originator) product but they are 
highly similar with NO clinical meaningful differences

https://www.fda.gov/drugs/therapeutic-biologics-applications-bla/biosimilars


FDA Approved Biosimilars

Hematopoietic (11)

Epoetin (Epogen/Procrit) → 1 biosimilar

Filgrastim (Neupogen) → 4 biosimilars

Pegfilgrastim (Neulasta) → 6 biosimilars

Immunology (26)

Adalimumab (Humira) → 10 biosimilars (8 IC)

Eculizumab (Soliris) → 2 biosimilars (1 IC)

Etanercept (Enbrel) → 2 biosimilars (1 IC)

Infliximab (Remicade) → 4 biosimilars

Tocilizumab (Actemra) → 3 biosimilar (1 IC)

Ustekinumab (Stelara) → 7 biosimilar (1 IC)

Insulins (3)
Insulin glargine (Lantus) → 2 biosimilars (2 IC)

Insulin aspart (Novolog) → 1 biosimilars (1 IC)

Ophthalmology (7)
Aflibercept (Eylea) → 5 biosimilar (2 IC)

Ranibizumab (Lucentis) → 2 biosimilar (2 IC)

 

Oncology (15)
Bevacizumab (Avastin) → 6 biosimilars

Rituximab (Rituxan) → 3 biosimilars
Trastuzumab (Herceptin) → 6 biosimilars

IC = Interchangeable

Note: FDA approval does not equal product launch

Neurology (1) 
(Multiple Sclerosis)

Natalizumab (Tysabri) → 1 biosimilars 

Bone Health (8)
Denosumab (Prolia) → 4 biosimilars (3 IC)

Denosumab (Xgeva) → 4 biosimilars (3 IC)

Asthma (1)
Omalizumab (Xolair) → 1 biosimilar (1 IC)

 



Actemra IV + SC
• Fresenius Kabi - launched
• Biogen (IV only) - launched
• Celltrion (8/2025)

Xolair

• Celltrion

Stelara IV + SC

• Amgen - Launched

• Biocon (2/22/2025)

• Celltrion (2/22/2025)
• Fresenius Kabi (2/2025)
• Sandoz (2/2025)
• Teva (2/2025), SC only

• Accord (5/2025)

• Hikima (2H2025)

2024 1Q2025 2Q2025

Soliris
• Amgen (2Q2025)
• Samsung/Teva - Launched

Prolia + Xgeva

• Sandoz (5/31/2025)
• Samsung/Bioepis (TBD)

• Celltrion (6/1/2025)
• Fresenius Kabi

(6/30/2025)

• Alvotech/Dr Reddy
• Biocon
• Henlius/Organon
• Hikma
• Intas/Accord
• Teva
• Organon

Tysabri

• Sandoz (TBD)

Eylea
• Amgen - Launched
• Biogen/Samsung
• Formycon
• Sandoz
• Viatris/Biocon
• Celltrion 

2025

Simponi/Simponi Aria
• Alvotech/Teva
• Bio-Thera/Accord

2026 2027

Enbrel

• Samsung
• Sandoz

2029 2032*

*Biosimilars in Phase 3 Trials
Cosentyx – Celltrion (2029), Bio-Thera

Entyvio – Alvotech/Teva, Intas (2027-32)

Keytruda - Celltrion, Fresenius Kabi, Samsung, Sandoz  (TBD)

Ocrevus – Celltrion (2027+)

Orencia – Celltrion (2027+)

Perjeta – Henlius/Organon (2026 – 27)

Bolded Manufacturer = FDA approved
Manufacturer = not FDA approved, approval pending 
Date = approximate launch date

*As of 04/16/2025

Source: https://secure.ipdanalytics.com/User/Pharma/Biosimilar 

Projected Biosimilar Pipeline: Opportunities between 2025 and 2032

$181B Savings
2023 - 2027

https://secure.ipdanalytics.com/User/Pharma/Biosimilar


High WAC vs Low WAC vs White Label

High WAC allows for a higher rebate strategy

Low WAC gives more discounts up-front

White-labeling lets PBMs rebrand and distribute biosimilars through manufacturer partnerships

NDC Label Name Generic Name Labeler Name High WAC/Low WAC/White 
Label

Unit Price 
(WAC) 

597037082 CYLTEZO INJ 40/0.8ML

Adalimumab-adbm Prefilled Syringe Kit 
40 MG/0.8ML

BOEHRINGER 
INGELHEIM          High WAC $3,288.25 

597059520 ADALIMU-ADBM KIT 40/0.8ML BOEHRINGER 
INGELHEIM          Low WAC $657.65 

82009015022 ADALIMU-ADBM KIT 40/0.8ML QUALLENT 
PHARMACEUTICALS 

White Label 
for Express Scripts $1,875.00 
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Biosimilar 
Impact on 
Adalimumab Net 
Spend PMPM 

• Humira biosimilar 
competition led to a ~ 
80 % reduction for the 
adalimumab franchise

• For every biosimilar 
entrant a ~ 4 to 10% 
reduction in weighted 
price ratio*   
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Adalimumab Net Spend PMPM

2nd  - 9th Biosimilars launch 

1st Biosimilar launch 
11 manufacturers

*Health Economics April 2022 - Biosimilar Competition: Early Learnings 

https://pubmed.ncbi.nlm.nih.gov/35023225/
https://pubmed.ncbi.nlm.nih.gov/35023225/
https://pubmed.ncbi.nlm.nih.gov/35023225/
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Biosimilar Competition Impact – Medicare Fee Schedule

= originator
= biosimilars

CMS.gov: Medicare Part B Drug Average Sales Price 

76% decrease 88% decrease

75% decrease
66% decrease

https://www.cms.gov/medicare/payment/part-b-drugs/asp-pricing-files


How can one intervene to promote biosimilars?

• Is the group on board?  Is the plan fiduciary ready for phone calls?

• Who are the members?  (MBM can help identify them)

• Work with specialty pharmacy – some will partner with you

• Benefits Navigation team:  provider outreach first

• Go to clinic!  If your group is important enough to providers, some 
providers (esp rheumatology/hematology-oncology) may have 
pharmacists in house

22



Ustekinumab Biosimilar Challenge



Barriers to Adoption
• Patients:  

• “But my current drug works just fine.” 

• “This is a knockoff I want the real thing”

• “This is a ploy to get me to use something 
inferior to save my insurance plan money”

• Providers – WIIFM!

• “This isn’t what I ordered”

• “This is added paperwork”

• “This exposes me to risk and does not do 
anything good for me”

24

Affordability is a major driver for patient’s 
willingness to consider biosimilars
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FDA has developed a growing library of resources (e.g., videos, 
fact sheets, infographics, toolkits) that offers providers 
information to increase their understanding of biosimilars and 
interchangeable biosimilars.

Health Care 
Provider 
Materials

For health care 
provider materials, 
please visit:
https://www.fda.gov/drugs/
biosimilars/health-care-
provider-materials  

https://www.fda.gov/drugs/biosimilars/health-care-provider-materials 
25
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Patients may have questions for their health care providers about 
biosimilars on topics such as safety, effectiveness, quality, and cost. 
When addressing patient questions, in addition to their experiences 
from professional practice, providers can also direct patients to 
resources from FDA or patient-advocacy/ disease-specific associations, 
as appropriate.

Addressing 
Patient 
Questions

For more information 
on patient education, 
please visit:
https://www.fda.gov/d
rugs/biosimilars/patien
t-materials 

FDA’s Patient Materials:
• Use patient-friendly language and 

imagery.

• Address topics, concerns, and 
misconceptions shown to be most 
important to patients.

• Were tested with patient advocacy 
organizations and with patients 
treated with a biologic.

• Include frequently asked 
questions, infographics, and 
more.

https://www.fda.gov/drugs/biosimilars/patient-materials 26
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Key Takeaways

Savings & Opportunities

• Biosimilar savings from 2015 to now: $36B

• Potential savings from biosimilar from LOE (2025-2034): $234B

Improving Access and Adoption

• FDA guidance on eliminating interchangeable designation

• IRA provides incentives for providers/members to use 
biosimilars

• Provider and member engagement and education

Success is achievable

• Product price erosions with Medicare Part B (ASP) fee schedules

• Adalimumab and Ustekinumab experience 

Biosimilars 

IQVIA: Assessing the Biosimilar Void in the U.S.  Achieving Sustainable Levels of Biosimilar Competition Feb 3, 2025
FDA.gov: FDA Update Guidance on Interchangeability

https://www.iqvia.com/insights/the-iqvia-institute/reports-and-publications/reports/assessing-the-biosimilar-void-in-the-us
https://www.fda.gov/drugs/drug-safety-and-availability/fda-updates-guidance-interchangeability
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MDCPS 

• 3rd largest School District in the Nation
• Largest School District in State of Florida
• 32K full-time employees (64% F /36% M & Average Age 47)
• 6,700  part-time employees
• 9,241 Retirees
• 52K Covered Lives
• $497M Healthcare Cost
• $108M Rx
• 59% Chronic (Hypertension/Diabetes/Obesity) / 80% of cost
• 27% Members Diagnosed with Behavioral Health



Specialty Medication Expense

Pharmacy Specialty Spend Medical Specialty Spend



Pharmacy Cost
• Pharmacy Trend- 13.2%

• Pharmacy Spend-$108M

• Specialty Drug Trend- 10.4%

• Non-Specialty- 16.6%

Condition Specialty 
Dispensing

Specialty 
Cost

# of 
Members

# of Scripts

RA/Psoriasis/Chron’s 35% 8% 136 1,191

Cancer 18% 64% 97 411

HIV & Antivirals 18% 5% 128 1,093

Other 26% 27% Combined 
Data

Combined 
Data



Plan Design Strategy

Biologics Price Competition & Innovation 
(BPCI)Act of 2009 part of the Affordable Care Act
• FDA 1st Approval 2015
Market Concerns-

• Uncertainty about market response (carriers)
• Projected vs. Actual Utilization
• Skeptical on how these medications would alter 

financial strategy
• Understanding medical efficacy and impact to the 

market
• Understanding the impact to the employer
• Supply and demand variability
• Unclear or inconsistent projected savings

The focus has always been in insuring that our 
members receive proper, needed coverage, and best 
quality, while understanding, controlling cost. 



Biosimilar Plan Design Strategy

It was only in 2022 that our carrier provided a 
formal list of upcoming biosimilar..

• Primary Focus- Clinical Efficacy and Evaluation

• Cost optimization 

• Strategy approach included a Co-Prefer Solution

• Ongoing evaluation to determine patient care effectiveness

• Member-First Approach

 Co-preferred-  based on dispensing strategy 
(prescribed/patient if interchangeable or 
patient/preference-based)

 Taking into account: preference/availability at dispensing if 
the biosimilar is interchangeable

• Some preferred Biosimilars are also offered for (Oncology, 
Inflammatory, Diabetes).

•  Removal of biosimilars when there’s no clinical or financial 
advantage

• Biosimilar access across key therapeutic areas: Oncology, 
Inflammatory Conditions, and Diabetes



Achieved Savings- 
October 2023- December 2024

• Remicade (co-preferred):
$7 M in savings & 89% utilization 
rate

• Humira (co-preferred):
$6 M in savings & 35% utilization 
rate



In 2025, we introduced the “Standard & Value” Dual 
Model approach designed to balance savings with 

clinical focus.
2025 Financial Projected Savings

• Projected Savings: 
$10.8 M

• Total Pharmacy 
Spend: $108M 

• Over 11% offset from 
biosimilar strategy 
alone

This Photo by Unknown Author is licensed under CC BY-NC-ND

https://www.life-time.se/vardkvalitet/ny-forskning-visar-att-byte-till-biosimilar-gick-bra/
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The Future 
Biosimilars in 
Oncology

This Photo by Unknown 
Author is licensed under CC 

BY-NC-ND

19M yearly diagnosed needing 
treatment and biosimilars are 
playing a significant role in 
improving treatments and 
outcomes. 
There is also numerous patents 
set to expire through 2040

http://researchoutreach.org/articles/biosimilars-effective-treatment-lower-cost/
https://creativecommons.org/licenses/by-nc-nd/3.0/
https://creativecommons.org/licenses/by-nc-nd/3.0/
https://creativecommons.org/licenses/by-nc-nd/3.0/
https://creativecommons.org/licenses/by-nc-nd/3.0/
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REGISTER TODAY!
Room block expires October 19 

https://nationalalliancehealth.swoo
go.com/2025annualforum/begin

Contact: Karlene Lucas 
@klucas@nationalalliancehealth.org

Agenda 
https://nationalalliancehealth.swoo
go.com/2025annualforum/Agenda

https://nationalalliancehealth.swoogo.com/2025annualforum/begin
https://nationalalliancehealth.swoogo.com/2025annualforum/begin


RESOURCES

https://www.nationalalliancehealth.org/wp-
content/uploads/National-

Alliance_BIOSIMILARS_TOOLKIT.pdf
https://www.nationalalliancehealth.org/wp-

content/uploads/NationalAlliance_Placemat_Biosimilars
_10.25.pdf
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