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The 3 trends reshaping the
specialty drug pipeline today

Specialty drugs are a broad category of high-cost, complex therapies that may be administered
by patients or providers and are covered under either the pharmacy or medical benefit. For more
detail on what makes a drug a specialty product, specialty medication glossary.

Growing utilization and a robust pipeline have led to ballooning spending on specialty drugs in
recent years. With specialty drugs making up 75% of the drug pipeline in 2024, high drug spend
is likely to remain healthcare’s new normal.”

Using data from Optum Pharmacy Advisory Services' Health Technology Pipeline Tool, we
identified three major trends shaping the specialty drug pipeline. These trends have and will
continue to influence health plan, health system, and pharmacy benefit manager strategies within
the specialty pharmacy market.

| Pipeline trend: Surge in high-spend disease categories,
including cell and gene therapies

The specialty drug pipeline continues to expand, with rare diseases and oncology leading the
way. Between 2025 and 2027, over 80 specialty drugs for rare diseases are expected to launch
across over 70 conditions with the average annual costs ranging from $6,000 to $3.2 million.2
Notably, a quarter of this spend is attributable to cell and gene therapies (CGTs).

Oncology is also seeing a surge, with pipeline activity concentrated across six main forms of
cancer, with breast and ovarian cancers in the lead. Optum Pharmacy Advisory actuaries
estimate that per-member-per-month oncology spend will double between 2025 and 2027,
ranging from about $8.24 to $15.24.2
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Together, these trends intensify the pressure on health plans to evolve their specialty drug management

strategies.
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Stakeholder impact: Health plans

When it comes to managing CGT costs, health plans mainly rely on stop-loss insurance.3
However, as stop-loss premiums keep rising, it may be harder for health plans to rely on this
strategy long-term.*

There is growing interest in more experimental approaches to management, but uptake is low.
Only 3% of plans use a standalone CGT financial solution, and 60% of health plans did not
participate in CGT risk sharing financial programs with manufacturers.3

Plans have also expressed interest in cross-benefit management for specialty drugs, but
operational barriers contribute to low adoption rates. Plans can typically track healthcare costs
for members who use specialty medications, and many already have processes in place to
manage the specialty formulary across both pharmacy and medical benefits.3 However, it’s still
a challenge to assess how individual medications influence the total cost of care, which can
inhibit a cross-benefit strategy.3

To learn about how stakeholders, including health systems, are preparing for the upcoming cell
and gene therapy pipeline, see our playbook: Cell and gene therapy programs: How to launch,
optimize, and deliver CGTs sustainably.

Pipeline trend: Self-administered therapies are expected to
outpace infusion growth by 2027.

The pipeline includes a rising number of self-administered specialty therapies, projected to
outpace infusion growth by 2027. Some of this shift is due to new formulations of previously

existing infusion drugs.® 0
Another driver are novel drugs for conditions that have only had infusion treatment options — 2 7 A)
there are multiple oral drugs in the pipeline for Alzheimer's, for example. Lastly, there is

sustained investment in conditions that have typically been treated via self-administered

. . . Th t f
therapies, such as MS, HIV, and some inflammatory diseases.? e pereemage o

hospitals operating
specialty pharmacies in
2019.

Stakeholder impact: Health systems

Health systems have been investing in building out health system-
owned specialty pharmacies (HSSPs) for years, and HSSPs continue to
grow in volume. The proportion of hospitals that operate a specialty
pharmacy tripled from 9% in 2015 to 27% in 2019, and in 2023 HSSPs
made up nearly a quarter of the total specialty pharmacies operating in
the United States.®

The financial upside of HSSPs is evident. The pipeline for self-administered therapies is robust,
the industry has a high projected growth rate, and estimates indicate that HSSPs generate
approximately 10% of large health system net patient revenue. But health systems have started
to realize that HSSPs can do more than drive revenue.”

As the pipeline evolves, health systems can align HSSP strategy to support service line growth.
One example of this is developing a targeted strategy to secure limited distribution drug (LDD)
contracts. LDDs are common for rare disease, neurology, oncology, and immunology — all
categories that have a strong pipeline, and many of which have self-administered formulations
that HSSPs could dispense.
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Steps to build the foundation for a strong LDD strategy
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| Pipeline trend: The biosimilar pipeline is growing

Biosimilars and specialty generics are often viewed as cost-saving solutions in the specialty drug
market. While their overall impact on spend has been limited to date the pipeline is expanding
rapidly. At least 10 major molecules will face biosimilar competition by 2027, with more than 40
individual biosimilars expected to launch for 15 reference products between 2025 and 2027.8

The growing number of biosimilars can mean new opportunities to contain pharmacy spend.

Stakeholder impact: Pharmacy benefit managers (PBMs)

The largest three PBMs are part of corporate entities that own private label 4 O_I_
distributors that can procure biosimilars.® The combination of PBM-owned

private labelers and PBM formulary design can drive uptake of biosimilars.
More than 40 individual
biosimilars are expected to

Case example: Humira biosimilar adoption launch by 2027,
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Source: Fein A. Drug Channels News Roundup, June 2024: CordavisHumira Update,
OptumRx’s New BiosimBiz, Generic Drugs' Wild Ride, IRA Predictions, and Dr. G on
Med School. Drug Channels. June 25, 2024.
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AbbVie, the manufacturer of Humira, had market exclusivity of the drug for over 20 years. In
2023, biosimilars entered the U.S. market, but their overall share remained low due to PBM
formulary placement and physician reluctance to move patients to a new product.

Even when CVS’s private label distributor Cordavis introduced its own biosimilar, Humira market
share remained high because CVS Caremark still covered the reference product at a preferred
tier. When CVS Caremark pulled Humira from its biggest formulary in April 2024, biosimilar
adoption rapidly increased, with more patients switching to biosimilar version of Humira in 3
weeks than in the prior 15 months. 0

Other PBMs like OptumRx and Express Scripts are following suit. Both have their own private
labeling organizations and will be distributing and promoting their own biosimilars. This growing
PBM support may contribute to more attractive market conditions for manufacturers to develop
other biosimilars.

Specialty pharmacy growth is the new

industry normal. , ,

What to watch next

Specialty pharmacy growth is the new industry normal. The robust specialty drug pipeline means
we’re going to see a continued wave of high-cost specialty drugs hit the market, driving
increased utilization and spend.

To manage this effectively:

* Health systems will need to prepare for a care delivery environment with greater emphasis on
drugs and medication management.

*  PBMs must be able to navigate policy pressure and find new ways to drive value for clients,
with biosimilars as an example.

* Health plans need to hone existing utilization management strategies and experiment with
ways to tie drug costs to value.

Need help delivering multi-disciplinary and actional solutions?

Optum Pharmacy Advisory Services (PAS) is an actuarial-driven health consultancy that applies
payer and provider methodologies to reduce uncertainty about disruptive events in the healthcare
landscape. Whether you are planning for pipeline technologies, modeling formulary scenarios,
understanding disease financials, or looking to anchor your value story to payer priorities, Optum
PAS has solutions to equip you to lead with confidence and precision.

Get in touch with Optum at advisory.com/optum-support
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