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Methods

* \We searched publications in PubMed and EMBASE for the period January 2013 to September 2023 to identify literature addressing aspects of
biosimilar market sustainability

* Terms: ‘biosimilars’, ‘market sustainability’, ‘'market access’, ‘pricing and reimbursement’, ‘'market dynamics’, ‘market trends’, and ‘price erosion’
* We also searched conference abstracts in those databases and relevant policy documents and white papers from 2019 onward.

* Among included publications, we documented study year, countries or regions of focus, design/methodology, therapeutic area, key findings, and noted
the stated objectives.

* We iteratively refined lists of stakeholder and sustainability dimension themes into combined groupings. After arriving at the groups, we re-reviewed all
full texts to document which specific stakeholder and sustainability dimension groups were discussed in each publication

Background

* Biosimilars are biologic medications that are
highly similar to, and have no clinically
meaningful differences from, existing approved
biologics known as “reference products”.?

* Typically, biosimilars are priced below their
reference products, creating an economic
incentive for use to reduce expenses.*

* However, a variety of challenges to biosimilar
uptake have arisen across global markets,
threaten market sustainability, and may create
disincentives to pursue development of

additional biosimilars in the future.
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* Procurement processes that select only one or two manufacturers can exacerbate declines in price

findings of this TLR will help facilitate research,
collaboration, and policy focused on optimizing
the cost-saving potential while promoting a
sustainable biosimilars market.

Manufacturer Processes Discussion

* Development process is complex, expensive, and time consuming . . . . - We did not undertake a full systematic literature review, resulting in findings are
« Financial risk of entering the market amidst uncertainty about competition and potential for prices to be driven down quickly

- Patent extensions and thickets likely less reproducible as compared to those generated by more formal SLR
* Price setting can be difficult amidst these uncertainties methods.

* The phrase ‘market sustainability’ rarely appears across the 113 studies

Pr.escrlblng Provider’s Role that we identified

Prescribers are often the key decision-makers in biosimilar choice
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« Complex and expensive evidence requirements to establish similarity to and/or interchangeability with reference products and - - - "
extrapolation to reference product indications, with differing requirements across countries resource that can help stakeholders to Identlfy SUStamablhty related

« Laws determining whether or not pharmacists may substitute differ across jurisdictions, even within countries publications over the period 2013 to 2023.
« Patent laws and litigation from originator manufacturers can delay market entry of biosimilars
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