Launching Novel CDx for Oncology: 7 Strategies for
Biopharma Companies

Early genetic screening, targeted therapies and other precision medicine (PM) offerings in
recent years have transformed care and significantly improved outcomes for oncology patients
while delivering substantial value creation that drives increased pharma investment. PM
leverages biomarker (BM) strategies to successfully develop, commercialize and differentiate
therapeutics by improving R&D efficiency and optionality, supporting regulatory filings, and
enabling smaller and more productive clinical trials. To achieve commercial success for an
oncology PM therapeutic, however, biopharma companies must also accomplish the effective
launch of a companion diagnostic (CDx) that identifies eligible patients and informs ongoing

treatment decisions.

Over the past decade, the proportion of oncology trials using BMs has steadily tracked
overall trial growth except for a slight post-pandemic decline amid tough U.S. and Chinese
macroeconomic conditions. In 2024, three-fourths of all oncology clinical trials included the

use of a BM (see Figure 1).
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Figure 1
Biomarker use in oncology trials, by year (2015-24)
6,000 5528 5,645
5,200 5,240
4,762
4514 23% . : 27%
4,500 - 4,286 24% 25%
© 3,974 23%
2 3,616 26% 25%
b 3,254 26%
o i 29%
5 30007 [oge °
Ne)
5 76% 75%
Z o (e}
1,500 -
72%
0
2015 ' 2016 | 2017 | 2018 | 2019 | 2020 | 2021 | 2022 | 2023 ' 2024

Note: CAGR=compound annual growth rate

CAGR total 6%

@ Biomarker 6% No biomarker 5%

Source: TrialTrove; L.E.K. research and analysis

Rising BM use in trials has predictably had an impact on product launches, with the U.S. Food

and Drug Administration (FDA) approving seven to 10 oncology therapeutics with CDx annually

since 2020 — and with an increasing focus on novel biomarkers rather than traditional ones (see

Figure 2).
Figure 2
FDA-approved therapeutics with CDx, including novel oncological therapies (1997-2024)
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Source: FDA list of approved companion diagnostic devices (accessed February 2025); L.E.K. research and analysis
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Given the advantages of launching a diagnostic (Dx) — and the many complexities involved —
preparing to launch novel CDx in concert with the therapy itself is imperative. In working with
biopharma companies to launch novel CDx for oncology therapeutics, L.E.K. Consulting has

uncovered seven critical strategies to share.
1. Adopt an ‘opt out’ mentality.

Leaders in PM follow an opt-out approach: All new oncology programs start with a Dx component,
consistently assessing needs and planning for them across the development life cycle. This

mindset leads PM leaders to integrate Dx and therapeutic development through established Dx
resources and capabilities. All-comers therapeutics can still be pursued, but this requires an active

decision by leadership supported by clinical evidence.

The alternative "opt in” mindset — the assumption that an all-comers approach will work and
BM development will follow — limits a company's ability to build Dx capabilities and processes,
and disadvantages PM programs that require early and frequent collaboration between Dx and
therapeutic teams. For example, in 2009 (after five years on the market), the FDA restricted
Lilly's EGFR inhibitor Erbitux to KRAS wild-type patients (who comprise approximately 60% of
colorectal cancers) based on data from a competitor's product. U.S. market adoption stagnated
after the decision, and the cumulative revenue impact over the next decade reached hundreds
of millions of dollars (see Figure 3).
Figure 3
Case study: Erbitux in mCRC
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Indeed, historical averages suggest a one-year delay in launching a BM-directed drug could
reduce the initial five-year cumulative revenues by 30%-35%, owing to the typical adoption
ramp curve (Figure 4).

Figure 4
Revenue loss from launch delays in PM technology
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Dx leaders codify the opt-out mentality in their processes, requiring teams to consider Dx needs
early and to continually reassess those needs throughout development — whether by adopting a
proactive approach to BM discovery through comprehensive patient profiling, banking multiple
bio samples and so forth; focusing on post hoc analysis to identify predictors of response; or
continually optimizing by, for example, tracking molecular origins of resistance. Furthermore, they
tend to organize personnel in ways that encourage dedicated focus on individual programs while
maintaining centralized leadership and integrating functions and programs at the therapeutic
area and enterprise levels. Embedding strategic Dx planning throughout the program drives
preemptive discussion and collaboration and ensures organizationwide sharing of lessons and

resources, thus increasing efficiency and institutional knowledge.
2. Start planning for CDx launch in preclinical development.

A successful Dx launch requires multifunctional support across the value chain, and companies
should start planning as early as the preclinical stage. Dx development occurs parallel to
therapeutic development, with key Dx launch readiness activities stage-gated by both therapeutic

and Dx milestones (see Figure 5).
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Figure 5
Key Dx activities by function throughout the value chain
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To drive efficiencies, R&D must incorporate cross-functional input from commercial and medical
functions during preclinical development. This approach ensures that Dx addresses patient
needs and that clinical endpoints support its commercialization. Commercial and medical
readiness activities should focus on understanding and educating the market, developing a Dx-

specific strategy and preparing the organization for Dx launch.
3. Address the unique operational challenges of adding CDx.

Companies must consider how the specific complexities of a Dx test should inform the commercial
and go-to-market strategy. During development, an individual Dx faces specific commercial
obstacles that differ from challenges with therapeutics — surrounding the analyte, such as
protein or DNA; the testing technology, e.g., PCR or NGS; validated instrumentation such as
510(k) clearance; and the testing format, whether an in vitro diagnostic (IVD) or a laboratory-
developed test (LDT) (see Figure 6). Pharma companies looking to develop a therapeutic with CDx
should first understand the BM requirements for their indication. Next steps include determining

whether they can support a decentralized testing model and building a robust payer strategy.
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Figure 6
Considerations for Dx approach
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For example, LDTs may face reimbursement issues and require extensive lab validation, yet in
the U.S. they often are faster to market and support more numerous and complex BMs because
regulatory clearance is not required. Alternatively, IVD kits are FDA regulated, do not support
all analytes and face greater competition from other diagnostics, but any CLIA laboratory with
the correct instrumentation can run them — and typically enjoy a higher rate of reimbursement.
For some companies, launching and supporting, for example, both LDT and IVD versions of the

same Dx adds further complexity and requires additional readiness planning and resources.
4, Build a separate Dx launch strategy.

PM leaders treat Dx launch and therapeutic launch as interconnected yet distinct processes,
with different stakeholders and challenges. Because key CDx stakeholders are a diverse group
that shares little overlap with therapeutics stakeholders — think pathologists versus prescribing
oncologists — targeted outreach is the best way to build awareness and willingness to prescribe.
Given the intricacy involved in effective testing (particularly with novel CDx), a launch strategy
needs to address the necessary instrumentation or other technology; consider laboratory needs,

such as LDT support and sample prep guidance; and take market access into account.
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Ideally, companies should consider the interplay between Dx and therapeutic launch strategies
when planning for launch. For instance, typical sales incentive structures based on the number
of patients on a therapy may be unsuitable in a PM setting, where the number of patients

screened for a therapy is potentially a more meaningful measure. Developing a Dx-specific

launch strategy can enable widespread adoption and enhance the overall PM opportunity.
5. Leverage partner capabilities purposefully while developing internal expertise.

When empowering critical partners (internal and external) for their expertise in developing,
filing and manufacturing Dx tests, biopharma companies should be intentional about expanding
specific activities and achieving sufficient oversight. Depending on the organization's size
and capabilities, tasks such as BM selection, test development, study result interpretation
or Dx sales may be beyond internal capacity. On the other hand, activities that require close
interaction with the therapeutic team (e.g., sample collection and banking) or that are strategic

in nature (e.g., market access) may be better managed in-house.

Even when leveraging a partner, launching a Dx requires dedicated internal resources with
Dx-specific expertise across the value chain. Specialists who understand both Dx and PM
therapeutics are rare and in high demand, requiring early planning and strong retention efforts.
Finding the right balance between external expertise and internal foundational knowledge wiill
be crucial to overseeing Dx partners, who may lack the broader in-house context or may not be

incentivized to optimize tests or fully invest in launch activities (see Figure 7).
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Scaling a Dx ecosystem appropriately can prevent delays in Dx launch planning and execution.

Overall, costs incurred when empowering an external partner or developing in-house talent

should be viewed as imperative for product success — a strategic investment into that asset

franchise rather than just a necessary evil to be minimized.

6. Infuse dedicated Dx expertise throughout the organization.

Successful Dx launch planning requires an environment where Dx needs are supported,

integrated across functions, scaled appropriately and prioritized across the value chain.

Essential strategies such as adopting an opt-out Dx mindset and investing in early Dx

development and launch planning (as discussed earlier) can be up against an inertial mindset

around an all-comers approach. Overcoming pushback from various levels of the company and

other headwinds — such as the high costs associated with Dx development and the relatively

low direct revenue from Dx versus therapeutic investment — will require unequivocal and

sustained support from leadership. In prioritizing Dx investment, savvy PM leaders must also
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expedite alignment of activities and incentives across Dx and therapeutic teams to generate

the cross-functional collaboration needed for a successful launch.
7. Incorporate a thoughtful LCM strategy.

To become leaders in the PM space, companies must adopt a dedicated life cycle management
(LCM) strategy that supports continuous evolution and improvement. Early and proactive
planning is crucial for a biopharma company's ability to create sustained impact of BM oncology
therapies, but Dx strategy does not end at launch. A meaningful LCM strategy will empower
the organization to anticipate next-generation technologies, expanding indications, real-world
evidence planning and continuous engagement with key stakeholders — all of which advances

the ultimate goal of maximizing therapeutic potential.

L.E.K. continuously monitors pressing issues throughout the biopharma industry landscape in
order to deliver innovative lessons, cutting-edge insights and actionable support and strategies

that enhance our clients' ability to achieve their goals.

For more information, or to explore strategies that can unlock new possibilities for your biopharma business, please contact us.
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