













https://www.fda.gov/media/119229/download







Under the BPCIA, “chemically Now, chemically synthesized
synthesized polypeptides” were Congress revised the definition of polypeptides are no longer excluded

excluded from the definition of “protein” on December 20, 2019 to from the protein definition and can be

protein and thus would continue to DELETE the exclusion for chemically subject to regulation as biologics after

be regulated as “drugs” even after the synthesized polypeptides the transition if they otherwise meet
transition the “protein” definition

























The BPCIA is clear At time of passage,
and unambiguous [@ Congress adopted @& strength was a term

and defines 8 the term “strength” @ of art that meant
“strength” tomean @ from the Hatch- @ total drug content,
“total drug content” |8 Waxman Act 8 without regard to
(Chevron Step One) & concentration




~ “The strength of




FDA’s
interpretation is
unreasonable
(Chevron Step Two)

FDA’s
interpretation is
arbitrary and
capricious (APA)

e Promotes anti-competitive evergreening tactics

e “Blunt instrument” approach prevents licensure of products
that meet statutory biosimilar and interchangeability
requirements

e E.g., the strength of lyophilized powders is defined as the total drug
content of the container, without regard to concentration after
reconstitution






















S Biosimilars

e Labeling may present heightened risk e Labeling likely presents heightened risk
e Required to state “biosimilar to [Brand]” e Required state “interchangeable to
e Disclaimer regarding indications may or [Brand]”
may not reduce this risk e Disclaimer may or may not reduce this

e Risks associated with promotional claims risk
- of “biosimilarity” e |nterchangeability even less ambiguous
than “AB-rated”

e Thus, there are heightened risks
associated with promotional claims
regarding “interchangeability”




Will promotion of biosimilars
and, especially, :
interchangeable biologics be |
driven more by patent :
concerns than by FDA/FTC
considerations?

| More hesitation to promote 8 Increased need to define
Less willingness to carve-out B products as “biosimilar” or #® clearly and comprehensively
indications protected by R “interchangeable” without @ in all promotional pieces the
patents? # clear and comprehensive W licensed indications and the

g caveats? 8§ non-licensed indications?
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Creates New
Disincentives

Fosters
Evergreening
Tactics

Undercuts First

Intercha ngeable

Exclusivity

Current disincentives
are significant (high
development and
patent litigation costs)

Much easier and

quicker for authorized

biosimilar to match
formulation of other
changes to RP

Likely no switching
studies needed for
authorized biologic

First-to-market status

-~ of authorized biologics
- will create a significant

new disincentive

":3:;._ Can always be the first
: interchangeable












https://purplebooksearch.fda.gov/
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e Encourages continued e FDAjustifies umbrella policy

Innovation - byinterpreting “drug” broadly

~ inthe bar clause (“no

e Failure to protect new - application may be submitted

products would create - .. which refers to the drug”)

disincentives to innovation B
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Scott M. Lassman is Principal at Lassman Law+Policy. He has
nearly 30 years’ experience in FDA law and policy, both as an
in-house attorney and in private practice. Scott provides
strategic advice and advocacy to pharmaceutical and
biotechnology companies, trade associations and investors.
His practice covers all aspects of FDA regulatory law, with a
special focus on exclusivity, biosimilars, product approval,
advertising and promotion and policy matters.

Scott also is author of the Exclusivity Rules blog, which
focuses on the written and unwritten rules governing FDA's
exclusivity decisions. The blog is available at:

https://www.lassmanfdalaw.com/blog/
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