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Last week, FDA released draft guidance titled “Scientific Considerations in Demonstrating

Biosimilarity to a Reference Product: Updated Recommendations for Assessing the Need for

Comparative Efficacy Studies.” This draft guidance reflects an evolution in FDA's approach to

determining whether a comparative clinical study with efficacy endpoints (a comparative
efficacy study or CES) is necessary to support a demonstration of biosimilarity. Specifically,
the agency notes that a comparative analytical assessment (CAA) is generally more sensitive

when it comes to detecting differences between products than a CES.

In the draft guidance, FDA specifies that a CES may not always be necessary for sponsors to
demonstrate whether there are clinically meaningful differences between products. Instead, a
CAA indicating that the proposed biosimilar is highly similar to the reference product, along
with a human pharmacokinetic similarity study and an assessment of the immunogenicity,
may be sufficient to make this demonstration. FDA notes that a streamlined approach, i.e., an
application that does not include a CES, should be considered when:

e “The reference product and proposed biosimilar product are manufactured from

clonal cell lines, are highly purified, and can be well-characterized analytically;”

e “The relationship between quality attributes and clinical efficacy is generally
understood for the reference product, and these attributes can be evaluated by assays
included in the CAA; and”

e “A human pharmacokinetic similarity study is feasible and clinically relevant.”

AKin 1


https://www.akingump.com/en/lawyers-advisors/anna-k-abram
https://www.akingump.com/en/lawyers-advisors/nathan-a-brown
https://www.akingump.com/en/lawyers-advisors/caroline-dumesnil-kessler
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/scientific-considerations-demonstrating-biosimilarity-reference-product-updated-recommendations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/scientific-considerations-demonstrating-biosimilarity-reference-product-updated-recommendations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/scientific-considerations-demonstrating-biosimilarity-reference-product-updated-recommendations

However, FDA urges sponsors to engage with the agency early in their development processes
to determine which studies may be most appropriate, as there are circumstances in which a
CES may inform a demonstration of biosimiliarity.

In making this draft guidance available on the FDA's website, the agency notes that it is
posting it to provide advance notice to the public and, after the lapse in appropriations ends,
a notice of availability for the guidance will be published in the Federal Register, which will

detail how to submit comments on the guidance.

Categories

Lobbying & Public Policy Policy & Regulation Health Care Policy

Regulatory Food and Drug Administration (FDA) Life Sciences

Biotechnology Biologics Food Law & Policy Biosimilars

© 2025 Akin Gump Strauss Hauer & Feld LLP. All rights reserved. Attorney advertising. This document is
distributed for informational use only; it does not constitute legal advice and should not be used as such.
Prior results do not guarantee a similar outcome. Akin is the practicing name of Akin Gump LLP, a New
York limited liability partnership authorized and regulated by the Solicitors Regulation Authority under
number 267321. A list of the partners is available for inspection at Eighth Floor, Ten Bishops Square,
London E1 6EG. For more information about Akin Gump LLP, Akin Gump Strauss Hauer & Feld LLP and
other associated entities under which the Akin Gump network operates worldwide, please see our Legal

Notices page.

AKin >


https://www.akingump.com/en/insights/blogs/eye-on-fda?bc=1012551
https://www.akingump.com/en/insights/blogs/eye-on-fda?bc=1012568
https://www.akingump.com/en/insights/blogs/eye-on-fda?bc=1012799
https://www.akingump.com/en/insights/blogs/eye-on-fda?bc=1042405
https://www.akingump.com/en/insights/blogs/eye-on-fda?bc=1042406
https://www.akingump.com/en/insights/blogs/eye-on-fda?bc=1096917
https://www.akingump.com/en/insights/blogs/eye-on-fda?bc=1096968
https://www.akingump.com/en/insights/blogs/eye-on-fda?bc=1101177
https://www.akingump.com/en/insights/blogs/eye-on-fda?bc=1116785
https://www.akingump.com/en/insights/blogs/eye-on-fda?bc=1117177
https://www.akingump.com/en/insights/blogs/eye-on-fda?bc=1121504

