


Welcome
Disclaimer

Organizations may not re-use material presented at this AMCP 

webinar for commercial purposes without the written consent of 

the presenter, the person or organization holding copyright to the 

material (if applicable), and AMCP. Commercial purposes include 

but are not limited to symposia, educational programs, and other 

forms of presentation, whether developed or offered by for-profit 

or not-for-profit entities, and that involve funding from for-profit 

firms or a registration fee that is other than nominal. In addition, 

organizations may not widely redistribute or re-use this webinar 

material without the written consent of the presenter, the person 

or organization holding copyright to the material (if applicable), 

and AMCP. This includes large quantity redistribution of the 

material or storage of the material on electronic systems for other 

than personal use.

Cate Lockhart, PharmD, PhD
Executive Director, BBCIC



How to Ask Questions



AMCP Partnership Forums
Collaboration for Optimization

The live, hands-on AMCP Partnership Forums 
bring key decision makers in managed care, 
integrated care, the pharmaceutical industry, 
and others together to discuss and collaborate 
on tactics and strategies to drive efficiencies 
and outcomes in integrated care and managed 
care.



Partnership Forums

2020
1. Helping Patients Anticipate and 

Manage Drug Costs

2. Preparing for and Managing Rare 
Diseases

3. Biosimilars: Policy, Practice, and Post 
Marketing Surveillance to Support 
Treatment and Coverage
Decisions

2021
1. Racial Health Disparities: A Closer Look at 

Benefit Design

2. Digital Therapeutics

3. Addressing Evidence Gaps in the 
Expedited Approval Process: Payer 
Perspectives



Forum Objective Key Deliverables

Identify key actions that 

can support the further 

development and use of 

biosimilars in the U.S. 

health care system.  

Provide consistent and 

accurate messages about 

the value of biosimilars.

1. Identify challenges with biosimilar adoption within the 
U.S. health care system.

2. Identify clear and unbiased scientific messaging to 
support broader acceptance of biologics as valid 
therapeutic options and to facilitate faster time to 
biosimilar adoption.

3. Discuss real-world evidence needs and opportunities 
help with biosimilar adoption.



Thank You to Our Sponsors 



Our Faculty

Sonia Oskouei, PharmD, BCMAS, DPLA
Vice President, Biosimilars
Cardinal Health

Carly Rodriguez, PharmD, FAMCP
Pharmacy Director, Clinical Innovation
Moda Health



Today’s Agenda

• Perspectives on Biosimilars

• Forum findings and recommendations

• Next steps and action items

• Q&A



Biologics Price Competition and Innovation Act 
(BPCIA) created a legal framework for biosimilars

ABBREVIATED 
PATHWAY FOR 
BIOSIMILARS

INTERCHANGEABILITY

PATENT 
RESOLUTION 
FRAMEWORK

INCENTIVES FOR 
INNOVATION

LEGAL FRAMEWORK FOR BIOSIMILARS

Biosimilars are approved under section 351(k) biologics license applications (BLAs).



Key Definitions from the PHS Act

11

Interchangeable Product  

A reference product is the single biological product, already approved 
by FDA, against which a proposed biosimilar product is compared

Reference Product 

A biosimilar is a biological product that is highly similar to and has no 
clinically meaningful differences from an existing FDA-approved 
reference product

Biosimilar Product  

Reference 
Product 

Biosimilar 
Product

Reference 
Product 

Interchangeable 
Product 

-Is a biosimilar
-Expected to produce the same clinical result as the reference product (RP) in 
any given patient
-Switching between the proposed product and the RP does not ↑safety risks 
or ↓effectiveness compared to using the RP without switching



29 FDA Approved Biosimilars, 20 Launched 

Epogen/Procrit (Amgen/Janssen)
Product Manufacturer Launch Date
Retacrit Pfizer Nov-18

Neupogen (Amgen)
Product Manufacturer Launch Date
Granix* Teva Nov-13
Zarxio Sandoz Sep-15

Nivestym Pfizer Oct-18

Neulasta (Amgen)
Product Manufacturer Launch Date
Fulphila Viatris Jul-18
Udencya Coherus Jan-19
Ziextenzo Sandoz Dec-19
Nyvepria Pfizer Dec- 20

Avastin (Genentech)
Product Manufacturer Launch Date
Zirabev Pfizer Jan-20
Mvasi Amgen Jul- 19

Herceptin (Genentech)
Product Manufacturer Launch Date
Kanjinti Amgen Jul-19
Ogrivi Viatris Dec-19

Trazimera Pfizer Feb-20
Herzuma Teva Mar-20
Ontruzant Merck May-20

Rituxan (Genentech)
Product Manufacturer Launch Date
Truxima Teva Nov-19
Ruxience Pfizer Feb-20

Riabni Amgen Jan-21

*Granix approved prior to development of biosimilar regulatory approval pathway, 
therefore not a biosimilar

Updated June 2021

Remicade (Janssen)
Product Manufacturer Launch Date
Inflectra Pfizer Nov-16
Renflexis Merck Jul-17

Avsola Amgen Jul-20
Ixifi Pfizer No U.S. launch

Humira (Abbvie)
Product Manufacturer Est. Launch Date
Amjevita Amgen 2023
Hadlima Merck 2023

Cyltezo Boehringer 
ingelheim 2023

Hulio Mylan 2023
Hyrimoz Sandoz 2023
Abrilada Pfizer 2023

Enbrel (Amgen)
Product Manufacturer Est. Launch Date
Eticovo Samsung Bioepis TBD
Erelzi Sandoz Est. 2029



U.S. Biosimilars Market Share

*Biosimilars market share includes tbo-filgrastim

Molecule 1st Biosimilar 
Launched

Appx. Biosimilars Market 
Share (units) as of 3/2021

Filgrastim Sept 2015 90%*

Infliximab Nov 2016 23%
Pegfilgrastim (Syr. only), (On-body + Syr.) July 2018 74%, 35%

Epoetin Alfa Nov 2018 49%

Bevacizumab July 2019 65%

Trastuzumab July 2019 51%

Rituximab Nov 2019 56%

Adalimumab Est. 2023 -

Etanercept Est. 2029 -

Data source: IQVIA, accessed May 2021



U.S. Biosimilar Report AmerisourceBergen. As of June 1, 2021 



U.S. Biosimilar Report AmerisourceBergen. As of June 1, 2021 



U.S. Biosimilar Report AmerisourceBergen. As of June 1, 2021 



Biosimilar Impact

• U.S. uptake has been slow relative to the European market
• Largely adjudicated in the medical benefit (vs. pharmacy 

benefit)
• Increasingly leading to cost savings in the U.S. - with many 

reference products competing with multiple biosimilar versions



AMCP Foundation & PRIME Education Surveys
2020 vs. 2018

How have stakeholders’ views on biosimilar adoption changed?



% of all survey respondents who rated following barriers as difficult/extremely difficult to 
overcome:

AMCP Foundation Survey: Key Barriers to Biosimilar 
Adoption 2020
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AMCP Foundation Survey: Higher Levels of Agreement 
Switching to Biosimilars
Q: For patients whose conditions are treated on reference biologics, switching to a biosimilar product is 
safe and effective
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2018 Survey (n=300)
2020 Survey Managed Care, PBM, Specialty Pharmacy (n=174)
2020 All Work Organizations (n=337)

Survey respondents in 2020 reported higher levels of agreement than survey respondents in 2018. 
U (n2018 = 300, n2020 = 174) = 22,601, p = 0.019
U (n2018 = 300, n2020 = 337) = 42,847, p = 0.001



Participants Identified a Number of Challenges Associated 
with Biosimilar Adoption in the U.S.

High degree of complexity
• Different approval pathways & complexity of molecules

• Different benefit types & sites of care

• Different administration routes

• Complex electronic medical records

• Confusion around terminology

• Treatment naïve vs. established care



Participants Identified a Number of Challenges Associated 
with Biosimilar Adoption in the U.S.

• Clinical and administrative barriers
• Differences in specialty practice preferences & 

guidelines
• Health plan variations
• Contracting arrangements
• Patient support
• General scientific landscape



Participants Discussed and Highlighted Opportunities

• Education – Build positive, evidence based 
communication and education materials

• Language – Draw from best practices to clarify and 
simplify language around biosimilars

• RWE – Identify gaps in data that may require 
development of new resources and surveillance

• Arrangements - for providers and patients to help 
promote the use of biosimilars



Participants Discussed and Highlighted Opportunities

• Benefit design – review benefit design for access, 
especially as more biosimilars come to the pharmacy 
benefit

• Legislation – address attempts to unfairly delay 
competition

• Confidence in science – rebuild public confidence in 
science and regulatory agencies

• Thought sharing – disseminate best practices where 
biosimilar adoption has succeeded



Identify & Use Clear Unbiased Language
To support broader acceptance of biologics as valid therapeutic options and to facilitate faster time to biosimilar adoption

These statements could be adopted as a basis for commonalities in educational materials, and to help differentiate messaging by audience.

Highlighted audience was identified by respondents as the most appropriate audience (>/= 90%) for the message. 



Identify & Use Clear Unbiased Language
To support broader acceptance of biologics as valid therapeutic options and to facilitate faster time to biosimilar adoption

Highlighted audience was identified by respondents as the most appropriate audience (>/= 90%) for the message. 



2020 All Organizations

Prescriber education on switching 
studies

Interchangeability studies

Formulary policies for treatment-naive 
patients

Prescriber education on real-world 
studies

Reformed Medicare/Medicaid policies

Active post-marketing evidence 
generation, including HC resource 
utilization and cost implications

2020 & 2018 Managed Care*

Prescriber education on switching 
studies

Interchangeability studies

Formulary policies for treatment-naive 
patients

Prescriber education on real-world 
studies

Reformed Medicare/Medicaid policies

Active post-marketing evidence 
generation, including HC resource 
utilization and cost implications

AMCP Foundation Survey:Top Strategies for Biosimilar Adoption
2020

Other
• Hospital/Clinic (10%)
• Integrated Delivery Network (7%)
• Pharmaceutical Industry  (13%)
• Other/Multiple Organization Types (18%)



2020 All Organizations

Prescriber education on switching 
studies

Interchangeability studies

Formulary policies for treatment-naive 
patients

Prescriber education on real-world 
studies

Reformed Medicare/Medicaid policies

Active post-marketing evidence 
generation, including HC resource 
utilization and cost implications

2020 & 2018 Managed Care, 
PBM, Specialty

Prescriber education on switching 
studies

Interchangeability studies

Formulary policies for treatment-naive 
patients

Prescriber education on real-world 
studies

Reformed Medicare/Medicaid policies

Active post-marketing evidence 
generation, including HC resource 
utilization and cost implications

AMCP Foundation Survey:Top Strategies for Biosimilar Adoption
2020 vs. 2018



Real World Evidence
(RWE)



How Do We Solve these Biosimilar Challenges?

Barriers Solutions
Support FDA Approval Real-World Evidence

Business Arrangements  Data to inform 
FORMULARY decisions

Reimbursement  Real-world comparative 
safety and effectiveness

Patient and Provider Uncertainty  Real-World 
Evidence in “patients like me”

Information for education



AMCP Foundation Survey: Experiences & Expectations RWE

91%

28%

55%
RWE graphic: source CROS NT

Strongly agree or agree: Real-world evidence generation 
is very important in overcoming biosimilar adoption 
barriers

Currently work at organizations that are generating or 
tracking RWE to analyze biosimilar use

Expect significant increase or slight increase: Change in 
organization’s investments on RWE on biosimilars in next 
2-3 years



Forum Participants Identified Challenges With RW Data

Real-
World 
Data

Insurance Claims

EHR

Registries

Patient-Reported

Pragmatic Trials

• Data collected for reasons other than
research

• Data may not represent population of 
interest

• Need a large population to detect rare 
outcomes

• Complex and challenging to use data 
from more than one source

• Can be expensive to procure at scale

• Data quality and usefulness varies

CHALLENGES



Forum Participants Identified RWE Needs

• Post-marketing surveillance data related to adverse events and side effects
• Switching data from reference products to biosimilars and from biosimilars to biosimilars
• Education materials could be differentiated by audience

• Physicians may find more value in peer-to-peer reviews and sharing best practices
• Patients may prefer stories from other similar patients with positive outcomes
• Could further be differentiated by therapeutic area / disease state to engage audiences



Final Thoughts
Biosimilar adoption may be improved by:

• Providing more educational opportunities around the value of biosimilars, associated 
terminology, RWE, and other key topics of interest

• Supporting efforts to create incentives for providers and patients to help promote the 
use of biosimilars, particularly for treatment-naïve patients

• Continuing to seek strategic partners, including payers, patient advocates, physician 
groups, regulatory groups, and more, to help encourage creation of guiding principles 
around biosimilars



Next Steps

www.amcp.org/Resource-Center/meeting-proceedings-findings/biosimilars-policy-practice-and-post-marketing



How to Ask Questions



Thank You to Our Sponsors 



Biosimilar Product Statement References

1. ICMRA statement about confidence in biosimilar products (for healthcare professionals) 
2. US Food and Drug Administration. Biosimilars are safe, effective treatment options. Biosimilars and Patient Materials. 
3. Joint Statement of the Food & Drug Administration and the Federal Trade Commission Regarding a Collaboration to Advance 

Competition in the Biologic Marketplace. February 3, 2020 
4. European Medicines Agency and the European Commission. Biosimilars in the EU-Information guide for healthcare 

professionals (October 2019). https://www.ema.europa.eu/en/documents/leaflet/biosimilars-eu-information-guide-
healthcare-professionals_en.pdf.

5. European Medicines Agency. Questions and answers for patients—biosimilars medicines explained. 
http://ec.europa.eu/DocsRoom/documents/26643.

6. Lyman GH, Balaban E, Diaz M, et al. American Society of Clinical Oncology statement: biosimilars in Oncology. J Clin Oncol. 
2018;36:1260–5. https://doi.org/10.1200/jco.2017.77.4893.

7. Academy of Managed Care Pharmacy. Biosimilars Resource Center. https://www.biosimilarsresourcecenter.org/
8. Arthritis Foundation. Biosimilars: what you should know. https://arthritis.org/drug-guide/medication-topics/biosimilars-an-

alternative-to-biologics.
9. American Cancer Society-Cancer Action Network. Understanding biologic and biosimilar drugs. 

https://www.fightcancer.org/policy-resources/understanding-biologic-and-biosimilar-drugs.
10. Biosimilars Forum. Biosimilars: a new era in medicine. https://biosimilarsforum.org/
11. Biosimilars Council. Biosimilars 101. https://biosimilarscouncil.org/biosimilars-101/



• www.fda.gov/biosimilars for access to all the education materials and information about 
biosimilar and interchangeable products.

• https://purplebooksearch.fda.gov/ The Purple Book: Database of Licensed Biological 
Products for information on biological products, including if products are biosimilar to a 
reference product.

• www.fda.gov/drugsatfda (Drugs@FDA) for information on all FDA approved drug products, 
including labeling and review information. 

• https://www.fda.gov/advisory-committees/committees-and-meeting-materials/human-drug-
advisory-committees for drug advisory committee meetings and materials related to 
biosimilars.

Additional Resources



Mission
To improve patient health by 
ensuring access to 
high-quality, cost-effective 
medications and other therapies. 
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