Development of a Biosimilar Adoption Program for Rituximab
Biosimilar in a Community Hospital
BACKGROUND

• Biosimilars have high molecular weights, heterogenous
structures, and are produced by living cells.

Research design

Study duration

Retrospective, single-center,
descriptive study

August 2020 through March
2021

• The Biologics Price Competition and Innovation Act (BCPI) was
signed into law through the Patient Protection and Affordable
Care Act (Affordable Care Act) in March of 2010 to help shorten
the FDA-approval process to reach market.

RESULTS

• Europe adopted its first biosimilar in 2005, compared to the
U.S. who adopted theirs in 2016.

Converted to
biosimilar: 6

• Adoption of biosimilars is expected to reduce costs of lifesaving medications for:

Inclusion: 14
patients

Sample size:
50 encounters

Adoption rate

This project is approved by the Institutional Review Board

29%
71%

•Collaboration with hospital revenue cycle team to
determine gap analysis and key strategies to
improve is a must
•The institution will address barriers and perfect
a process for future implementation of additional
biosimilar products
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Barriers Identified
• Payer restrictions to specific products
• Unable to obtain a pre-cert position
• Lack of communication and
collaboration among revenue cycle
team and pharmacists

Develop a
Pre-Cert
team to
work closely
with all
stakeholders

Maximize
EHR by
defaulting
the
preferred
product for
orders

Maintain a
database of
payers'
biosimilar
preferences
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• To collect and assess infusion-related adverse
drug reactions (ADRs) during and post infusions
• To calculate estimated budget impact for
the health system with rituximab biosimilar

Other (4/14)

•Switching to a biosimilar saved over $60,000
in four months for inpatient
•Alignment of the institution EHR with rapidly
changing payer decision regarding preferred
biosimilar

FUTURE DIRECTIONS

Purpose:

• To determine the adoption rate of rituximab
biosimilar for both new
starts and patients established on rituximab

Discussion

Indication
Cancer (10/14)

Limitation
•Retrospective design
•Small sample size
•Time constraint during a pandemic
•Single center hospital setting

Transferred: 2

PURPOSE & OBJECTIVES

Primary Objective:

 South Center
 Branson Center

Deceased: 4

• Concerns about transitioning from the innovator biologic to a
less expensive biosimilar without affecting treatment efficacy
or safety is still widespread.

• Despite rigorous standards for approval and the
estimated savings, there are still many
barriers to adopting a biosimilar. We want to use
this rituximab-abbs adoption process to provide
clarity to any unknown potential barriers
throughout this process.

Setting: CoxHealth

Exclusion Criteria:
 Patient receiving infusion at
multiple sites (NonCoxHealth locations)
 Patient enrolled in clinical trial
 Known drug allergy to biosimilar or
any inactive ingredients

Inclusion Criteria:
 Be initiated on rituximab biosimilar for
FDA approved indication
 Patient must receive infusion at one of
Cox’s locations (inpatient + outpatient)

• FDA required biosimilar sponsors to provide clinical studies
to demonstrate safety, purity, and potency of the proposed
biosimilar product in one or more of the indications for which
the original is licensed.

• IQVIA Institute estimates the U.S will save $160 billion from
biosimilar competition over the next five years.

DISCUSSION & CONCLUSIONS

METHODS

• A biosimilar is a complex macromolecule that is highly similar
to and has no clinically meaningful differences from an existing
Federal Drug Act (FDA)-approved reference biologic product.

• Patients, insurance companies, health care facilities, and
the Centers for Medicare and Medicaid.
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