EXECUTIVE INSIGHTS

The Al-Enabled Biotech: Profitability, Flexibility and
Execution at First Launch

Key takeaways

« First-time biotech launchers face three pressures that often push them toward
partnership: the high cost of launch, the need to commit much of that spend before

approval and at risk, and the difficulty of building the launch capabilities required.

« Artificial intelligence (Al) can address some of these pressures in three ways: improving
launch profitability, increasing spend flexibility and easing execution — provided the

investment is right-sized to where Al genuinely changes the economics.

« The most relevant Al applications are launch-specific capabilities: patient and prescriber
identification, access and adherence support, field-force copilots, evidence generation,

medical engagement and leaner commercial and enabling functions.

« Biotechs that develop credible Al-enabled launch capabilities will be best positioned to

succeed in a self-commercialization scenario and maximize returns on launch investment.

The three pressures on first-time For many first-time launchers, three
launchers structural pressures push the balance toward

As an emerging biotech approaches its first partnership.

commercial launch, one decision shapes The first is the cost of competing. Among

the company's future trajectory: whether companies launching their first product

to commercialize independently or partner. between 2015 and 2025, launch-year
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selling, general and administrative (SG&A)
investment was substantial. Median spend
ranged from approximately $75 million to
$190 million depending on launch type, while
a significant subset of companies
(particularly those pursuing specialist or
primary care launches) spent more than
$200 million in their launch year alone

(see Figure 1)

Importantly, these figures likely understate

the investment required to build a truly

global commercial organization. Within our
dataset, more than 70% of first-product
launchers did not independently launch in
Europe within two years of U.S. approval.
Those that pursued launches across both
the U.S. and Europe incurred materially
higher costs, with median launch-year SG&A
investment nearly 1.5x greater than U.S.-only
launchers.2 This data highlights how quickly
commercial infrastructure requirements, and
associated capital needs, expand when a

biotech elects to go it alone.

Figure 1

Distribution of SG&A spend in launch year for go-it-alone first-product launchers (FDA approvals 2015-2025)
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*N=100 public go-it-alone first-product launches with FDA approval from 2015 to 2025 and reported SG&A during FDA approval year;

companies were excluded if they were acquired during FDA approval year

**Specialist channel includes hospital-oriented launches and PCP channel includes vaccines
Note: SG&A=selling, general and administrative; FDA=Food and Drug Administration; PCP=primary care provider
Source: L.E.K. analysis of company financial statements, FDA and S&P Capital IQ

The second pressure is timing and risk.

Significant commercial investment must
be committed well before a company has
visibility into how a launch will ultimately

perform. Much of launch-related SG&A

consists of sales, medical affairs, market
access and support personnel hired 12-

24 months ahead of approval. These
investments are made at risk, often before

key assumptions around uptake, access
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and competitive dynamics can be validated,
and can be difficult to unwind if launch

performance falls short of expectations.

The third pressure is executional complexity.
A first launch requires a biotech to
simultaneously build and coordinate a broad
set of commercial capabilities, including sales,
marketing, medical affairs, market access,
patient services, analytics, compliance and
supporting infrastructure, often for the first
time and under tight timelines. Even when
the underlying asset is highly differentiated,
establishing and orchestrating this operating

model is a challenging undertaking.

How Al reshapes the first-launch decision

Historically, many biotechs have partnered
because commercializing an asset requires
significant investment and organizational
infrastructure. The launch decision ultimately
depends on whether the expected revenue

opportunity can justify those commitments.

Al has the potential to change that equation
by improving launch economics, reducing
up-front investment requirements and
simplifying aspects of commmercial execution.
As a result, more biotechs may be able to
retain commercial rights while still building a

viable launch organization.

Al can improve launch economics from

both the revenue and cost sides. It can

help customer-facing teams expand reach,
improve patient access and adherence, and
strengthen payer evidence generation. At the
same time, Al can automate selected high-
volume rules-based activities, reducing the
SG&A investment needed to support a given

level of performance.

It can also make launch investment more
flexible. Capabilities such as patient services,
analytics, content production and regulatory
support can be deployed closer to launch and
scaled with demand rather than built years
in advance. This allows companies to commit
capital later, operate with smaller teams
and adapt resources as market feedback

emerges.

The benefits, however, are unlikely to be
unlimited. Initial productivity gains are often
substantial, but additional use cases require
increasing investment in technology, data,
governance and oversight. In regulated
environments, those costs can be particularly
significant. The greatest advantage will
therefore accrue to companies that deploy Al
selectively in the highest-impact areas rather
than pursue automation for its own sake

(see Figure 2).
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Figure 2

Net value generated from Al relative to scope of Al deployment

Relative value

Net value to launch

Right-sized deployment
@

Underinvested: Wins
left on the table

Value breaks even

Overinvested: Cost and
complexity destroy value

Scope of Al development/degree of automation

Note: Al=artificial intelligence
Source: L.E.K. research and analysis

Revenue-lifting applications

There are several key Al applications

supported by a growing ecosystem of

specialist vendors that help biotechs

commercialize more effectively and

therefore increase revenue realized.

Commercial

Patient and prescriber identification:

In specialty markets, the highest-

value healthcare professionals (HCPs)

are typically those with the greatest
concentration of clinically eligible patients,
not the highest historical prescribers.

Al combines claims, electronic health
record, lab, biomarker and referral data
to surface that signal and translate it into
dynamic targeting and best-next-action

prioritization. Because the capability sits on

vendor platforms, it can be turned on close

to launch and scaled with the field force.

Patient access and adherence: Prior
authorization (PA) friction and benefit
verification delays often absorb a
meaningful share of realized demand

at launch, and early abandonment or
adherence drop-off can erode revenue over
the months that follow. Al is automating
PA, benefit verification and hub operations
on the access side and tailoring patient
outreach by risk profile and behavior

on the adherence side. Because these
capabilities are vendor-mediated and

the operating model is embedded in the
platform, hub operations can scale with
patient volume rather than be staffed
ahead of it.
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Field-force copilots: Field-force copilots
can make each rep more productive by
improving call planning, tailoring content
to individual HCPs and automating precall
and postcall workflows. That can help the
same field team reach more of the right
prescribers without adding head count

at the same rate. Over time, these tools
may also shorten onboarding and time

to productivity, giving companies more
flexibility regarding when to hire and how
quickly to scale. Because the field force

is often one of the largest fixed-cost
commitments in a launch, even modest
gains in productivity and timing can

matter.

Medical: Priming the market

MSL field engagement: Al can help
medical teams train and support medical
science liagisons (MSLs) with fewer internal
resources. Before deployment, MSLs

can use Al-based simulations to practice
scientific exchanges and prepare for
common HCP questions. In the field, Al
tools can help them quickly find relevant
literature and tailor follow-up. Shorter
ramp times may allow companies to hire
MSLs closer to launch while still giving a
smaller medical team the support needed
to engage a broader group of key opinion

leaders.

Cost-avoidance applications

We do not want companies to assume Al

will dramatically lower their overall cost

Medical affairs does not generate revenue,
and we are not suggesting otherwise. But
it does prepare the conditions under which
commercial operates, and Al is providing

meaningful leverage in key use cases.

e Real-world evidence generation: Payers
often require more evidence than is
available at approval, and delays in
generating that evidence can slow access

and uptake. Al can help teams move

faster by supporting cohort development,

literature surveillance and clinical study
report drafting. For a first-time launcher,
that can reduce the need to build a large
epidemiology or health economics and

outcomes research team before launch

while still helping the company prepare the

evidence needed for payer conversations.

base. However, there are still meaningful
savings opportunities in functions where

the underlying work is high volume and
repeatable enough for automation to take on

a significant share of it, such as:

e Commercial support functions: Al can
now absorb a meaningful share of work
across marketing content production, sales
operations, data analytics and campaign
execution. Historically, companies have
scaled these functions by adding internal
head count or relying more heavily on
agencies as launch activity increases. Al
can help companies keep those teams
leaner and add support as the launch
trajectory becomes clearer rather than

committing the full cost base up front.
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e Scientific communications and medical
information: Scientific communications
and medical information (MI) have
historically required growing teams of
medical writers, M| staff and external
consultants as launch activity builds. Al
can now take on more of the drafting,
content assembly, literature review and
response preparation behind publication
plans, congress materials, slide libraries
and Ml inquiries. That allows first-time
launchers to support more activity without
adding full-time equivalents at the same

pace.

o Enabling functions: Horizontal enterprise
Al is increasingly supporting contract
drafting, compliance Q&A, regulatory
documentation, information technology
triage and financial consolidation. For
first-time launchers, where enabling
functions are typically the most
underresourced part of the organization,
this lets teams operate effectively without
the back-office infrastructure larger

companies depend on.

Strategic implications for emerging
biotechs

If Al improves launch economics, the
implications extend well beyond operational
efficiency. It could fundamentally change
how emerging biotechs think about
commercialization, partnerships and capital

allocation.

First, a broader set of assets may support

independent commmercialization. By reducing

infrastructure requirements, making
capabilities more scalable and improving
revenue capture, Al can expand the range of
products that justify a stand-alone launch.
In larger markets, Al-enabled targeting and
field-force copilots may allow smaller teams
to reach broader prescriber populations. In
orphan and oncology markets, Al-driven
patient identification and evidence
generation may improve patient finding,
access and uptake. As a result, assets that
once required a partner may increasingly

support independent commercialization.

Second, Al may strengthen a biotech's
position in partnership discussions. Even if
a company ultimately chooses to partner,

a credible Al-enabled launch alternative
can improve negotiating leverage, preserve
strategic flexibility and expand the range of

deal structures available.

Third, improved launch efficiency can free
capital for indication expansion, pipeline
advancement and business development. For
many emerging companies, that flexibility
may reduce dependence on dilutive financing
and accelerate the path to becoming a

multiproduct organization.

What biotech executives should do now

The key question is not whether to adopt Al
but where it can most materially change the

economics of a launch.

Executives should begin by identifying the
commercial bottlenecks that matter most

for their launch — patient finding, payer
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evidence generation, field-force productivity, automation programs. Strong governance,
content creation, patient services or other clear accountability and appropriate

areas where Al could improve revenue, reduce  human oversight should be built into every
cost or lower execution risk. Al should then deployment from the outset.

be incorporated into launch planning early _ ) )
) o ) The biotechs that benefit most from Al will
enough to influence organizational design,
) o ) not be those that deploy the most tools. They
investment timing and partnership strategy _
_ o will be the ones that use Al to make better
rather than being layered onto an existing S n o
) commercialization decisions — retaining
commercial model. _ ) ) )
rights where economics support it, partnering

At the same time, leaders should remain where external capabilities add value
disciplined. Al investments carry costs in and building leaner, more scalable launch
technology, data, governance and oversight, organizations.

and returns are unlikely to be linear. The ) .
) The authors would like to thank Izzy Wilson
greatest value will come from a small number o ) )
o for her contributions to this article.
of high-impact use cases rather than broad

Al was used in the drafting of this article.
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