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The alure of anovel therapeutic or diagnostic often overshadows the intricate, often brutal, realities of bringing
it to market. Clinicians frequently encounter therapies that promise much in early-phase data but fail to deliver
on broader clinical utility or widespread adoption. The chasm between scientific discovery and patient impact
is littered with well-intentioned but ultimately stalled innovations.

This disconnect stems from a pervasive underestimation of the non-scientific hurdles inherent in the innovation
process. Focusing solely on the biological mechanism or technical elegance, while necessary, neglects the
equally vital considerations of regulatory pathways, reimbursement landscapes, and the sheer inertia of
established clinical practice. These elements are not mere afterthoughts; they are foundational determinants of

success or failure.

The Pivot: Innovation success hinges less on scientific novelty alone and more on a holistic understanding
of regulatory, commercial, and clinical integration challenges from the outset.

The Data: Approximately 90% of drug candidates entering clinical trials fail to reach market approval, a

figure heavily influenced by non-clinical factors.

The Action: Clinicians and innovators must engage early with regulatory experts, health economists, and
end-users to stress-test concepts against real-world constraints, not just scientific merit.

Thejourney from alaboratory bench to apatient'sbedsideisrarely astraight line; it isalabyrinth of scientific validation,
regulatory navigation, and market acceptance. Many promising innovations falter not because their underlying science
isflawed, but becausetheir creatorsfail to anticipate the myriad non-scientific obstacles that dictate real-world viability.
Theinitial spark of an idea, however brilliant, must immediately be tempered by arigorous assessment of its eventua
path through a complex ecosystem. This includes understanding the specific unmet clinical need, the existing standard
of care, and the often-unspoken preferences of both prescribers and patients.

Consider the early stages of drug devel opment. A molecul e demonstrates compelling activity invitro or in animal models.
The immediate instinct is to push for Phase 1 trials. But acritical, often overlooked, question at thisjuncture is: what
isthe target product profile that will genuinely differentiate this therapy in a crowded market, or establish it asanew
standard where none exists? This requires more than just efficacy; it demands a clear understanding of safety, dosing
convenience, and potential for combination therapies. Without this foresight, a drug can emerge from trials as 'effective
but ultimately uncompetitive or impractical for widespread use.

ART-2026-593 - 07/26 1/4
https://thelifesciencefeed.com/healthcare-sys-and-biz/market-access/innovations-hidden-costs-what-we-miss-before-starting



. . HEALTHCARE SYS & BlZ/ MARKET ACCESS
% Life Science Feed 5 July 2026

Anticipating the Hurdles
The regulatory pathway, for instance, is not a static set of rules but a dynamic, often opaque, system that demands

meticulous planning. Innovators frequently underestimate the time and resources required for regulatory submissions,
particularly in Europe where national variations on top of EMA approval can add significant complexity. A common
misstep involves designing aclinical trial solely to prove efficacy, without sufficient consideration for the specific
endpoints or patient populations that regulatory bodies prioritize for approval. This can lead to trials that, while
scientifically sound, do not generate the precise data required for market authorization, necessitating costly and
time-consuming additional studies.

Beyond regulatory approval, the commercial viability of an innovation is paramount, yet frequently an afterthought. A
drug or device, even if approved, is uselessif no one paysfor it. Health economic eval uations, which should begin
concurrently with early clinical development, are often deferred until Phase 3 or even post-approval. Thisdelay is
perilous. Understanding the cost-effectiveness threshold in key markets, such as Germany or the UK, dictates not only
pricing strategy but also the very design of clinical trials. A therapy that offersamaodest benefit at ahigh cost will struggle
for reimbursement, regardless of its scientific elegance. Early engagement with health technology assessment (HTA)
bodies and payers can inform trial design, ensuring that relevant comparators and endpoints are included to demonstrate
value.

The clinical integration of a new therapy presents another formidable, often underestimated, challenge. Even a highly
effective and reimbursed treatment can fail if it does not fit seamlessly into existing clinical workflows or if it demands
significant changesin physician behavior. For example, anovel diagnostic test, however accurate, may not seewidespread
adoption if it requires specialized equipment not available in most clinics, or if its interpretation demands extensive
training. Physicians are busy; they prioritize tools that are intuitive, reliable, and integrate easily into their established
routines. Ignoring these practical considerations can lead to excellent science gathering dust on a shelf.

Patient adherence and preference also play acritical, often neglected, role. A highly effective oral medication taken once
daily will likely have better adherence than an equally effective injectable administered weekly, particularly for chronic
conditions. Innovators must consider the patient experience from the earliest stages, involving patient advocacy groups
or direct patient feedback in the design process. This extends beyond the drug itself to the entire care pathway. Does
the innovation simplify the patient'slife, or add another layer of complexity? The answer profoundly impacts real-world
effectiveness.

The competitive landscape is another area where early misjudgment can prove fatal. Innovators often focus intensely on
their own product, neglecting to rigorously assess existing therapies, pipeline competitors, and emerging technologies.
A therapy that appears novel today may be rendered obsolete by a competitor launching a superior product in asimilar
timeframe. This requires continuous market intelligence and awillingness to pivot or even abandon a project if the
competitive advantage erodes. The sunk cost fallacy, where significant investment prevents arational re-evaluation, isa
common pitfall.

Intellectual property strategy, while often considered early, is frequently executed with insufficient breadth. Securing
patents for the core molecule or device is astart, but innovators must also consider patents for formulations, methods
of use, diagnostic companion tests, and even manufacturing processes. A narrow patent portfolio leaves an innovation
vulnerable to competitors who can design around the core claim. This requires along-term vision, anticipating how the

ART-2026-593 - 07/26 2/4
https://thelifesciencefeed.com/healthcare-sys-and-biz/market-access/innovations-hidden-costs-what-we-miss-before-starting



. . HEALTHCARE SYS & BlZ/ MARKET ACCESS
&g Life Science Feed 5 July 2026

technology might evolve and how competitors might attempt to circumvent protection.

Finally, the human element within theinnovation team itself is crucial. A common mistake isto staff early-stage projects
primarily with scientists, deferring the recruitment of regulatory, commercial, and clinical operationsexperts. Thiscreates
asiloed approach where critical non-scientific perspectives are introduced too late, forcing costly redesigns or strategic
shifts. Building a cross-functional team from day one, fostering open communication, and encouraging constructive
challenge are vital. The dry wit of a seasoned regulatory affairs professional can save millionsin aclinical trial design
meeting, a perspective often undervalued in the initial flush of scientific excitement.

CLINICAL IMPLICATIONS

The medical community frequently laments the slow pace of innovation reaching patients, but the fault often
lies not with the science itself, but with a myopic focus on it. Clinicians should be vocal advocates for therapies
that address not just a biological pathway, but also the practical realities of their practice and their patients'
lives. If a new drug requires an obscure genetic test or an inconvenient administration schedule, its clinical
utility, regardless of efficacy, will be limited.

Pharmaceutical companies, particularly smaller biotechs, must integrate health economics and regulatory
strategy into their core R&D from the earliest possible stage. Waiting until Phase 2 or 3 to consider
reimbursement pathways is a recipe for commercial failure, even with a successful clinical trial. The European
HTA landscape is complex; ignoring it until the last minute is simply negligent.

Patients, too, bear the brunt of this oversight. Therapies that are technically effective but inaccessible due

to cost, complex administration, or lack of integration into care pathways offer little real-world benefit. The
industry has a responsibility to develop innovations that are not just scientifically sound, but also practically
viable and patient-centric. Otherwise, we are simply generating more data, not better health outcomes.

EDITORIAL & Al STANDARDS
Al tools are used solely to structure and summarise evidence from peer-reviewed primary sources. No Al-generated conclusions appear in The
Life Science Feed without editor verification against the primary source.
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