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and market uncertainty

September 2025




._;&

.—‘

The swell that may not break

Where biosimilars stand now

A record-breaking patent cliff is on the
horizon, but headwinds may shrink the
anticipated “wave” to a ripple.

While past launches were a smash hit,
recent ones are a wake-up call.

Why the water’s so choppy

What’s holding biosimilars back?

There are three main culprits holding
things back: policy uncertainty from the
Inflation Reduction Act (IRA), tricky
reimbursement economics, and PBMs
acting as gatekeepers. All this limits
adoption and makes the business case
a tough sell.

Navigating today’s currents

Strategic moves for a new reality

Reform efforts to streamline biosimilar
development and review are gaining
traction, yet their timelines and impacts
remain uncertain.

Developers need disciplined strategies
in target selection, provider economics,
and channel tactics to succeed.
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Is the $200B patent cliff a wave or just a lot of foam?

Investors often describe the coming Loss-of-
Exclusivity (LoE) cycle for biologics as a
massive “biosimilar wave”. Sure, nearly $200
billion in branded products are set to lose
exclusivity by 2036, but pricing pressures and
adoption hurdles could shrink that 'wave'
down to a “ripple”.

To adapt to this new reality, stakeholders must
refine their biosimilar strategy. Success now
depends on precision, not momentum.

Sources: 1. IQVIA Institute Report (2025); A&M analysis of patent expiries

Many mega-blockbusters will face biosimilar competition in
the next decade

. . A\ Y
rulicity §F Cosert
(secukinumab) _ )C, ‘‘‘‘‘‘‘‘‘ A

SDLIRILS“ Xtandi  OPDIVO. Skyrizi© Mmounjaro
lizumab) (enzalutamide) (ivolumab) risankizumab-rzaa o
2025 ¢ OCREVUS®  #DARZALEX 7’;’79’.‘.’.’.9 2036

(denosumab)iie ocrelizumab la il eHerer
OZEMPIC

Y DUPIXENT 2>

(nembrolizumab) (dupilumab) Injection Semaguiide necton

Non-exhaustive; positions are approximate and do not reflect exact LOE dates

ALVAREZ & MARSAL |


https://www.iqvia.com/insights/the-iqvia-institute/reports-and-publications/reports/assessing-the-biosimilar-void-in-the-us

Some biosimilar launches have succeeded; others have

stumbled. Why?

Oncology and supportive care biosimilars that
launched in 2018-2019 crushed it, grabbing 75-
90%" of the market share. But recent launches of
patient-administered biosimilars? Not so much.
Humira biosimilars, for example, had a slow start in
2023. And four different Lantus biosimilars have
only managed to capture 6% of the market. Why?
The IRA’s insulin caps and Sanofi’s pricing strategy
got in the way.’

The bottom line is that the market and regulatory
uncertainty mean everyone needs to rethink their
strategy.

Sources: Samsung Bioepis Q1 2025 US Biosimilar Market Report
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https://www.samsungbioepis.com/en/newsroom/newsroomView.do?idx=432&currentPage=1

The three hurdles you
heed to clear

Biosimilars face three main headwinds that,
if not addressed, could hinder their growth

Policy Reimbursement
Uncertainty from “Underwater”

the IRA Part B Economics

Market Access

PBM formulary
“lock-outs”
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On the policy front, the IRA made picking a target a whole
lot harder

Developing a biosimilar typically takes 7-8 years and can Reference product MFPs could deliver

cost anywhere from $100-250 million.” The problem? ~35% more savings to CMS than biosimilars
The IRA allows CMS to negotiate prices on top-spending
biologics after 11 years, starting with 10 products in
2026 and expanding to 200 by 2036.

MFPs may be set 40-75% (~58% average) below a 589%
drug’s AMP, depending on its time on market.? Since
biosimilars typically offer only 15-30% (~23% average)
ASP discounts,3 an MFP could lower the reference
product’s price enough for Part D plans to prefer it over Net CMS price ~ 78%
biosimilars, reducing their market potential.

43%

This uncertainty makes it difficult to identify viable
targets and justify long-term R&D investments.

Biosimilar ASP Negotiated MFP

Sources: 1. Blackstone and Joseph. Am Health Drug Benefits (2013); 2. Cubanski et al. KKF (2021); 3. Pharma’s Almanac (2025) ALVAREZ & MARSAL |



https://pmc.ncbi.nlm.nih.gov/articles/PMC4031732/
https://www.kff.org/medicare/issue-brief/explaining-the-prescription-drug-provisions-in-the-build-back-better-act/
https://www.pharmasalmanac.com/articles/biosimilars-through-the-years-transforming-access-and-cost-in-biologics

Reimbursement challenges create ‘underwater’ Part B
economics that keep clinics loyal to originators

Provider-administered biosimilars are reimbursed under Over 40 medical societies, known as the
Medicare Part B at the drug’s ASP + 6%, temporarily “Underwater Biosimilar Coalition,” are urging
increased to ASP + 8% through 2027 under the IRA.1 But ~ ©ongress and CMS to reform reimbursement
PBMs and insurer rebates can drive down the reference
drug's price, leaving specialists "underwater”, meaning
they're paying more for the biosimilar than they're getting
back from Medicare.
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https://www.cms.gov/files/document/biosimilar-faqs.pdf
https://www.infusionprovidersalliance.org/wp-content/uploads/2024/09/underwater-biosimilar-coalition-letter-08.19.24.pdf

PBMs are limiting access (and you’re not invited)

For the 2025 plan year, nearly all Humira biosimilars (8+) 2025 formulary offerings for Humira and its

from non-PBM affiliated manufacturers were excluded biosimilars by the Big 3 PBMs

from the standard formularies of CVS Caremark, m

Express Scripts, and Optum Rx,"the Big 3 PBMs that

process nearly 80% of US Rx claims. Why? Each of Y CVS « Adalimumab-adaz (Sandoz)

them is pushing their own private-label biosimilar: caremark’ * Hyrimoz (Cordavis / Sandoz)

Cordavis (CVS), Quallent (Cigna / Express Scripts), and . Cyltezo (BI)

Nuvaila (United / Optum Rx).2 . « Adalimumab-ryvk (Quallent / Teva)
¥y £xPress scripts: « Adalimumab-adbm (Quallent / BI)

This “private-label lock-out” effect discourages anyone - * Adalimumab-adaz (Sandoz)

without a PBM affiliation from even trying to develop a + Simlandi (Teva)

biosimilar, leading to a market that’s more consolidated ~* Humira (Abbvie)
=, Optum Rx° « Amijevita (Amgen)
and less competitive. * Amijevita (Nuvalia / Amgen)

red = private label; blue = likely to be dropped

Sources: 1. Drug Channels (2025); 2. AIS Health (2025); Bl = Boehringer Ingelheim ALVAREZ & MARSAL |



https://www.drugchannels.net/2025/01/the-big-three-pbms-2025-formulary.html
https://aishealth.mmitnetwork.com/blogs/spotlight-on-market-access/2025-formularies-humira-is-out-white-label-biosimilars-are-in

Policy momentum is
building, but don’t hold
your breath

There's a lot of talk in D.C. about fixing this.

The FDA is even trying to streamline biosimilar
development by waiving some clinical trials to cut
time and cost.’

There's also the bipartisan Biosimilar Red Tape
Elimination Act, which would make all FDA-
approved biosimilars interchangeable automatically.
But it hasn’t even been scheduled for a vote yet.?

Despite clear momentum, the timeline for any real
change is still very much up in the air and could
drag on indefinitely.

Sources: 1. Reuters (2024); 2. Congress.qgov (2023)
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https://www.reuters.com/business/healthcare-pharmaceuticals/us-fda-proposes-remove-switching-study-requirement-biosimilars-2024-06-20/
https://www.congress.gov/bill/118th-congress/senate-bill/2305

Three “winning” plays to navigate the situation

@

Pick your battles
and your biologics

To win, don’t just watch the patent
clock. Your focus should be on
biologics where you have either:

» A strong legal position with the
resources to withstand the ‘patent
dance’

« A commercial sweet spot with a
clear advantage to secure favorable
formulary positioning in the
commercial payer space

oo

Make provider
economics a priority

To ease that “underwater” feeling, offer
options such as cost guarantees, buy-
and-bill support, or pass-through
discounts to close the reimbursement

gap.

o~

Engage PBMs early or
target alternative channels

Either engage early with PBMs for
exclusive formulary agreements or
bypass them entirely by targeting
channels such as direct-to-employer
plans and 340B programs.
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The bottom line

The opportunity is real,
but demands a focused
strategy

The opportunity for biosimilars is real, but
without near-term policy fixes, that big wave
could end up being a ripple.

The companies that will win aren't just the
ones who get in the water first. They'll be the
ones who master target selection, launch
economics, and channel tactics with precision.
It's no longer about catching the wave—it's
about navigating it with a damn good strategy.

ALVAREZ & MARSAL
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ABOUT ALVAREZ & MARSAL

Founded in 1983, Alvarez & Marsal is a leading global professional services firm. Renowned for its leadership, action
and results, Alvarez & Marsal provides advisory, business performance improvement and turnaround management
services, delivering practical solutions to address clients’ unique challenges. With a worldwide network of experienced
operators, world-class consultants, former regulators and industry authorities, Alvarez & Marsal helps corporates,
boards, private equity firms, law firms and government agencies drive transformation, mitigate risk and unlock value at
every stage of growth.

To learn more, visit: AlvarezandMarsal.com.
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