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Abstract

The field of health technology assessment (HTA) has long relied on Reference Case models and
associated methodologies to evaluate the cost-effectiveness of healthcare interventions. While
these models aim to provide a consistent framework for decision-making, they are fundamentally
flawed, resting on non-evaluable constructs that fail to meet rigorous measurement standards. The
quality-adjusted life year (QALY), a cornerstone of HTA, violates unidimensionality, linearity, and
invariance, rendering it scientifically invalid. Similarly, composite cost claims that aggregate
disparate categories into a single metric produce meaningless outputs, obscuring actionable
insights. The reliance on speculative assumptions, simulated inputs, and abstract thresholds
further undermines the credibility of HTA, leading to resource misallocation, misleading
conclusions, and decision-making detached from the realities of patient care. As a result, decades
of published studies may need to be reevaluated, with many findings rendered obsolete or
misleading. The retrospective implications are profound, raising questions about the scientific
validity of HTA and its role in healthcare policy. Historical decisions based on flawed
methodologies may have led to inefficiencies, foregone opportunities for better care, and a
misalignment of research priorities. The reliance on pseudoscientific constructs erodes trust in
HTA among stakeholders, including policymakers, payers, and clinicians, while incentivizing
manufacturers to manipulate assumptions to achieve favorable outcomes. This paper draws
parallels to scientific revolutions in other fields, such as the abandonment of geocentrism in
astronomy and phlogiston theory in chemistry, to argue that HTA must undergo a similar
paradigm shift. By embracing fundamental measurement principles, focusing on empirically
evaluable metrics, and rejecting flawed methodologies, HTA can restore its credibility and realign
with the principles of evidence-based science, ensuring its future relevance in guiding healthcare
decision-making.

INTRODUCTION

Health technology assessment (HTA) faces a profound crisis. For over three decades, it has
operated within a belief system that disregards the foundational principles of both fundamental
measurement and normal science ! ? Central to this failure is the neglect of ratio measurement
standards, which demand that all value claims and associated data be unidimensional, linear, ratio-
scaled, and invariant. Without these properties, measurements lack the ability to maintain constant
relative differences, and dimensional homogeneity in arithmetic operations is compromised. These
principles, established definitively in the 1940s, were soon reinforced by the Rasch model in the
1950s, which introduced a rigorous approach to transforming subjective observations into
scientifically credible ratio measures 34 °.



The implications of this systemic oversight are profound. Whether due to ignorance or deliberate
disregard, HTA has propagated claims and methodologies that fail to meet the minimal standards
of scientific validity. The retrospective consequence is that all HTA-related value claims,
especially those endorsed by prominent national agencies like NICE in the United Kingdom and
the PBAC in Australia are pseudoscientific. This realization calls into question the credibility of
the field as a whole, exposing decades of misinformed decision-making and resource allocation.
The urgent need for reform is clear: without adherence to fundamental measurement principles,
HTA risks perpetuating a flawed paradigm that undermines its purpose as a tool for evidence-
based healthcare decision-making.

FUNDAMENTAL MEASUREMENT

Concerns about the absence of ratio measurement standards in health technology assessment
(HTA) strike at the core of the field’s scientific legitimacy, demanding a fundamental reassessment
of its entire foundation. Ratio measurement is not a negotiable principle; it is the only system that
ensures measurements are unidimensional, linear, and invariant, allowing for meaningful
comparisons and valid arithmetic operations. There is no alternative framework that can justify the
omission of these standards, nor any practical defense for their neglect. The foundational principles
of measurement, such as the need for ratio properties including unidimensionality, linearity, and
invariance, are discovered. They are fundamental truths about how measurement must function to
yield scientifically valid and interpretable results. These principles are not human inventions;
rather, they are inherent to the nature of measurement itself, akin to how the laws of physics
describe natural phenomena.

On the other hand, specific methodologies or tools, like the Rasch model and its logit
transformation, are human inventions ®. These are practical implementations designed to
operationalize these discovered principles, allowing us to apply them to real-world data, such as
subjective responses or observations. Logits are not the foundation themselves but a means of
ensuring that the data we work with adheres to the foundational requirements of ratio
measurement. They are innovations that build on and respect the underlying discovered principles
of scientific measurement.

Anyone undertaking a credible, evaluable, and replicable study in health technology assessment
(HTA) must adhere to the standards of fundamental measurement. This requires a clear
understanding of the distinctions between nominal, ordinal, interval, and ratio scales. Nominal
scales classify data without implying order or magnitude, such as categorizing patients by
diagnosis. Ordinal scales introduce rank order but lack consistent intervals between ranks, as seen
in severity ratings. Interval scales have equal units of measurement but lack a true zero point,
making arithmetic operations limited to addition or subtraction, like temperature measured in
Celsius. Ratio scales, by contrast, possess a true zero point and consistent intervals, enabling all
arithmetic operations, including multiplication and division, while preserving constant relative
differences.

In therapy response claims, the ratio scale’s unique status is imperative, as it ensures valid
comparisons and supports meaningful interpretations. For subjective or patient-reported outcome
(PRO) measures, the Rasch logit scale is the only scientifically valid approach outside traditional



measurement systems. It transforms raw data into a unidimensional measure that supports all
arithmetic operations while maintaining constant relative differences. Furthermore, all measures
must be strictly unidimensional, composite measures are inherently invalid, as they combine
distinct dimensions, and any attempt to combine measures lacking dimensional homogeneity
fundamentally undermines scientific credibility. Without adherence to these principles, studies risk
producing claims that are neither credible nor actionable.

IMPLICATIONS OF FAILURE

This failure to uphold ratio measurement standards has left HTA mired in pseudoscience,
illuminating decades of work that relied on flawed methodologies. From its inception, HTA has
ignored the critical necessity of ensuring dimensional homogeneity and maintaining constant
relative differences in value claims. By default, this has rendered countless findings invalid,
particularly those endorsed by leading agencies such as NICE in the UK and the PBAC in
Australia. The field’s inability to recognize or address this deficiency raises serious questions
about its scientific integrity and the credibility of its contributions to healthcare decision-making.
Without a paradigm shift toward the adoption of ratio measurement standards, HTA cannot fulfill
its intended role as a cornerstone of evidence-based healthcare policy.

For more than three decades, HTA has been an essential component of healthcare decision-making,
providing frameworks to assess the value, effectiveness, and cost-efficiency of interventions. Yet,
the failure to consistently apply rigorous measurement standards to foundational constructs calls
into question the validity of countless published studies and their subsequent influence on policy
and practice.

The core issue lies in the absence of unidimensional, linear, interval, and invariant measures that
underpin ratio measurement. These principles are not optional in scientific inquiry; they are the
foundation of meaningful, reproducible, and comparable data. The lack of adherence to such
standards means that the value claims derived from most, if not all, HTA studies, whether related
to cost-effectiveness, quality of life, or resource utilization, are inherently flawed. This does not
necessarily render all studies "junk," but it significantly undermines their credibility and practical
utility. Without ratio measurement, the results of these studies cannot be aggregated, compared
across contexts, or confidently relied upon to inform decision-making. The implications ripple
through every aspect of the discipline.

Retrospectively, the consequences are profound. The methodologies used in HTA over the past
three decades must be critically reevaluated. This task would involve revisiting key studies,
reassessing their conclusions under proper measurement frameworks, and likely rejecting or
reinterpreting many claims. Such a process could expose a vast amount of wasted effort, resources,
and time spent producing findings that lack scientific validity. The inability to deliver actionable
insights due to flawed measurement has likely led to misallocated resources and misguided policy
decisions. Treatments or interventions may have been adopted based on claims that were arbitrary
or unsound, while more effective options were overlooked.

The loss of trust is another significant repercussion. HTA's credibility depends on its ability to
provide evidence-based recommendations that policymakers, clinicians, and health systems can



trust. If the foundational measurements supporting these recommendations are revealed to be
scientifically inadequate, confidence in the field evaporates. Policymakers may begin to view HTA
as a field driven more by pseudoscience convention than by science, undermining its influence and
utility. This is particularly concerning given the reliance of health systems worldwide on HTA
findings to guide resource allocation and treatment protocols.

The issue also raises broader questions about the nature of science and its self-correcting
mechanisms. The absence of ratio measurement standards in HTA mirrors similar historical crises
in other scientific disciplines. For example, astronomy’s adherence to the geocentric model for
centuries limited progress until the heliocentric model, supported by empirical evidence and
rigorous observation, replaced it. Chemistry faced a similar paradigm shift with the rejection of
phlogiston theory in favor of Lavoisier’s oxygen theory, which provided a more accurate
understanding of combustion. In both cases, fields advanced only after discarding flawed
foundational theories and adopting robust scientific principles.

Psychometrics offers a closer parallel to the challenges in HTA. Before the introduction of rigorous
measurement models like Rasch, much of psychology relied on subjective and non-reproducible
scoring methods. The adoption of fundamental measurement standards transformed the field,
allowing it to produce valid, meaningful measurements of latent constructs like intelligence and
personality. This transformation highlights the necessity of rigorous measurement in achieving
scientific credibility, a lesson HTA must urgently embrace.

THE PUZZLE OF COMMITMENT

The retrospective implications for HTA extend beyond the reevaluation of individual studies. The
field must also confront the systemic issues that allowed such methodological shortcomings to
persist. Why did the discipline fail to adopt ratio measurement standards despite their established
importance in other scientific fields? This question points to a broader issue within the culture and
training of HTA professionals. Many may lack formal education in measurement theory or an
understanding of the principles that distinguish science from pseudoscience. This gap has likely
contributed to the perpetuation of flawed practices and the acceptance of claims that fail
fundamental scientific standards.

It is difficult to comprehend how health technology assessment (HTA), built on pseudoscience,
has not only persisted but thrived for nearly four decades. How does a discipline sustain itself
when its core methodologies violate fundamental principles of measurement? Is HTA a scientific
enterprise, or is it a cult? If it is the latter, then its survival must be explained either by the strength
of its message or by the near-total absence of any meaningful criticism. Yet neither possibility
sufficiently accounts for how HTA has maintained universal acceptance and avoided scrutiny for
over 30 years. This is not a marginal academic debate; it is a wholesale transmission of belief,
unchallenged within the very institutions that claim to uphold scientific rigor.

One plausible explanation is that HTA has been propped up by the intellectual rot of relativism, a
sociological phenomenon where truth is merely a product of consensus rather than objective
discovery. The so-called "strong program™ in the sociology of knowledge, emerging in the 1960s,
argued that it is illegitimate to claim one explanation is superior to another. Within this framework,



evidence does not matter; conclusions are justified not by their empirical validity but by their
ability to persuade a community. Science, in this distorted view, is not about grappling with reality
but about constructing narratives that command authority. By this logic, we must take anyone’s
word for a claim, no matter how absurd, because there is no external reality against which to test
it. This is how HTA has avoided scrutiny: it replaces empirical rigor with rhetoric, measurement
with consensus, and validity with authority. In doing so, it mimics the intellectual climate of pre-
scientific eras, where dogma, not falsifiability, dictated what was true.

If relativism is indeed the refuge for HTA’s defenders, it is a weak one. It fails on the most basic
level because it ignores the essential principle of scientific progress: when a framework repeatedly
fails in the face of superior evidence, it must be abandoned. HTA has not merely failed once or
twice; it has systematically promoted non-evaluable, composite claims for decades, despite
overwhelming evidence that these methodologies do not meet even the lowest standards of
scientific measurement. The QALY, the linchpin of cost-effectiveness analysis, is an incoherent
construct that violates unidimensionality, linearity, and invariance—rendering it scientifically
indefensible. Composite cost claims bundle together unrelated expenditures, producing
meaningless aggregates that obscure, rather than clarify, decision-making.

HTA has been granted a level of deference it does not deserve, insulated from critique by the very
institutions that should be holding it accountable. Payers, policymakers, and regulatory agencies
unquestioningly accept its outputs, unaware, or unwilling to acknowledge, that they are based on
assumptions, simulations, and arbitrary thresholds rather than real-world evidence. This is not just
intellectual laziness; it is institutional complicity in the perpetuation of pseudoscience. The result
has been decades of misallocated resources, misleading policy decisions, and an entrenched system
that prioritizes methodological convenience over scientific validity.

THE REFERENCE CASE MODEL

Reference case models, which should serve as methodological guardrails, instead function as
rhetorical devices that give a veneer of scientific legitimacy to fundamentally unscientific claims.
It is worth examining in detail because it captures all of the fundamental measurement failures that
it is possible to make in failing to understand ratio measurement. From the mid-1990s, references
case models have been a cornerstone of health technology assessment (HTA), providing to their
advocates, a practical, standardized framework for cost-effectiveness analyses (CEA) and
recommendations for formulary acceptance and pricing. These models aim to bring practicality
and consistency to decision-making processes by incorporating assumptions about costs, health
outcomes, comparators, and time horizons. However, they rest on fundamentally flawed
foundations, relying on non-evaluable composite claims and constructs that fail to meet
fundamental measurement standards. The multi-attribute nature of the quality-adjusted life year
(QALY), for instance, violates unidimensionality, while its reliance on subjective community
composite preference scores, with their basis in the impossible time trade-off (TTO) technique,
illustrates the complete absence of any notion of ratio measurement.

Similarly, composite cost claims, which combine disparate cost categories such as hospitalization
expenses, medication costs, and indirect costs, produce aggregates that lack interpretability and
scientific validity. Claims for cost versus outcomes, usually defined in QALY terms, fail



dimensional homogeneity, apart from the fact that numerator and denominator are ordinal
measures.

These issues are compounded by a reliance on theoretical assumptions, simulated inputs, and
speculative extrapolations, rather than empirically grounded, real-world data. The implications for
formulary decisions are significant, as the outputs of reference case models are often misleading
and unreliable. Cost-per-QALY thresholds, which have become a dominant metric in HTA, lose
their meaning when the QALY itself is not a valid measure. Decisions based on such thresholds
can lead to suboptimal resource allocation, approving or rejecting therapies for arbitrary reasons
rather than sound evidence. This undermines the primary goal of HTA: to provide actionable,
evidence-based guidance that supports efficient and equitable healthcare delivery.

Reference case models are often defended as a pragmatic alternative, providing approximate yet
supposedly useful information in the absence of comprehensive data at product launch. The
argument suggests that while these models may not meet the highest standards of measurement,
they still offer insights that can inform decision-making. However, this defense collapses under
scrutiny once the nature of the approximation is examined. If the approximations are derived from
methodologies that violate the fundamental requirements of measurement, such as
unidimensionality, linearity, and invariance, then they are not approximations of anything
scientifically valid. Instead, they are fabrications, mathematical artifacts that bear no legitimate
connection to the underlying constructs they claim to measure.

This distinction is critical. An approximation is only meaningful if it retains a proportional
relationship to the actual phenomenon it seeks to represent. If a model systematically distorts its
inputs by aggregating incommensurable data, using ordinal scales in arithmetic operations, or
applying non-ratio constructs like the QALY, then the output is not a slightly imperfect reflection
of reality but an outright misrepresentation. In this sense, reference case models do not provide
"approximate" information in any meaningful scientific sense; they produce non-evaluable claims
that lack even the potential for refinement through better data. Their status, therefore, is no
different from that of pseudoscientific assertions; internally consistent within their own framework
but untethered from any empirical reality. Without adherence to fundamental measurement, these
models generate not imperfect knowledge, but illusions masquerading as evidence.

The bundling of unrelated resources into composite cost claims further distorts the picture of
resource utilization. By aggregating costs from disparate sources, such models obscure the specific
drivers of healthcare expenses and fail to provide actionable insights. For example, they may fail
to reveal which interventions reduce hospitalizations or improve compliance, critical information
for health systems aiming to optimize care delivery. Additionally, the use of flawed constructs
such as QALYs and arbitrary cost-effectiveness thresholds results in a misalignment with the
practical needs of health systems, which often prioritize specific, measurable outcomes like
avoided hospital days, adherence rates, or reductions in emergency Visits.

The reliance on reference case models also creates incentives for pseudoscientific practices.
Manufacturers are encouraged to manipulate model assumptions to produce favorable outcomes,
knowing that the underlying constructs lack the rigor to withstand scrutiny. This fosters a "race to
the bottom," where the most optimistic, yet least credible, models dominate HTA submissions. As



a result, breakthrough therapies may be unfairly penalized if they appear less cost-effective under
these flawed frameworks, while inferior therapies might gain approval due to manipulations of the
same models. Such a dynamic stifles innovation, discouraging the development of truly
transformative treatments.

The broader implications of these flaws are profound, both retrospectively and for the future of
HTA. Historical formulary decisions based on reference case models will require reevaluation,
potentially exposing inefficiencies, wasted resources, and missed opportunities for better care. The
systematic reliance on flawed methodologies risks eroding trust in HTA among stakeholders,
including governments, the public, payers, and clinicians. As awareness of these issues grows, the
credibility of HTA will suffer, undermining its role as a cornerstone of evidence-based healthcare
decision-making.

In extreme cases, these flaws could even lead to legal challenges. If patients or health systems
identify harm caused by decisions based on flawed models, they may seek accountability,
particularly if alternative, empirically supported approaches were available but ignored. Such
litigation risks further damage to HTA’s reputation and could prompt more stringent scrutiny of
its methodologies. Academically, journals and institutions might face pressure to retract or
reinterpret past studies that relied on non-evaluable metrics, reshaping the landscape of HTA
research.

Parallels can be drawn between the potential discrediting of Reference Case models in HTA and
other moments in scientific history when flawed methodologies were abandoned. The rejection of
Freudian psychoanalysis in favor of evidence-based cognitive and behavioral models, for instance,
marked a significant shift in psychology, as did the abandonment of epicycles in astronomy with
the rise of the heliocentric model. Similarly, phlogiston theory in chemistry was replaced by
Lavoisier’s oxygen theory, enabling rapid progress in understanding combustion. These historical
precedents illustrate that rejecting flawed paradigms can pave the way for more precise, actionable,
and universally accepted methodologies.

ESCAPING PSEUDOSCIENCE

The only option is to dismantle the entire edifice of HTA as it currently exists and replace it with
a framework grounded in the principles of fundamental measurement. Whether this transformation
is possible, or even desirable, for those deeply enmeshed in the current belief system is debatable.
HTA has become a deeply institutionalized enterprise, with its practices and methodologies
entrenched in academic, regulatory, and industry norms. From an epistemic perspective, however,
the need for change is unequivocal. The present HTA belief system, built on non-evaluable and
pseudoscientific foundations, must be rejected in its entirety. Ratio measurement standards must
become non-negotiable, with unidimensional, linear, and invariant metrics forming the backbone
of all value claims. Subjective measures must meet Rasch standards to ensure rigor, while
composite claims must be outright rejected as incoherent and invalid. For an outsider, any
methodology failing these basic criteria is not just flawed but fundamentally unscientific and must
be discarded, no matter how established or convenient it has become. This is no mere adjustment;
it is an existential reckoning for HTA.



However, the willingness of HTA to accept such a judgment remains doubtful. Examples from
within HTA illustrate how deeply resistance to change is ingrained. Take the quality-adjusted life
year (QALY), a construct that has dominated cost-effectiveness analyses for decades despite its
fundamental flaws. The QALY's multi-attribute nature violates unidimensionality, its reliance on
subjective utility scores undermines invariance, and its use of ordinal inputs invalidates arithmetic
operations. Yet, the QALY persists because of its institutional entrenchment and its rhetorical
convenience as a "universal" metric for comparing health interventions. Similarly, composite cost
claims that aggregate disparate elements such as hospitalization costs, medication expenses, and
lost productivity are routinely presented as if they represent meaningful economic insights. These
measures violate dimensional homogeneity, obscuring the actual drivers of cost and rendering the
results uninterpretable. Despite these glaring shortcomings, both constructs remain cornerstones
of HTA, their flaws ignored or downplayed by those invested in preserving the status quo.

The inertia of HTA's belief system mirrors historical resistance to paradigm shifts in other
disciplines. For example, the geocentric model of the universe, with its convoluted system of
epicycles, persisted for centuries because it aligned with the prevailing worldview and had
institutional support, even as observational evidence mounted against it. Similarly, the phlogiston
theory of combustion endured until Lavoisier’s oxygen model dismantled it, not because of
superior rhetoric but through undeniable empirical evidence. These examples demonstrate that
entrenched belief systems often resist change until their foundational errors are laid bare and a
superior framework emerges to replace them.

The question, then, is whether HTA is capable of such introspection and reform. Can a field so
deeply invested in its flawed methodologies abandon them in favor of a system that demands
scientific rigor and accountability? This is not merely an academic debate but a pressing issue with
real-world consequences. Every day that HTA clings to its pseudoscientific foundations is another
day that resources are misallocated, innovative therapies are dismissed or delayed, and healthcare
systems are guided by misleading and invalid claims. Without fundamental reform, HTA will
continue to fail in its mission to provide evidence-based guidance for healthcare decision-making.
The challenge is not just to dismantle the existing system but to replace it with one that meets the
highest standards of scientific validity, ensuring that HTA finally fulfills its promise as a tool for
improving health outcomes and resource allocation. Whether those within HTA are willing or able
to accept this challenge remains to be seen.

A NEW PARADIGM

The parallels between HTA's current challenges and historical reckonings in other scientific
disciplines highlight the opportunity for transformation. Just as astronomy, chemistry, and
psychometrics evolved by adopting rigorous scientific principles, so too can HTA. This transition,
while challenging, is necessary to align the field with the principles of science and ensure that its
findings are meaningful, actionable, and credible. The failure to adopt ratio measurement standards
is a significant blemish on HTA's history, but it also represents an opportunity for renewal and
progress. By confronting these issues head-on, HTA can emerge as a stronger, more scientifically
robust discipline, capable of fulfilling its critical role in healthcare decision-making.



Practitioners in HTA must recognize that science progresses by overthrowing flawed paradigms,
not by reinforcing them with rhetorical defenses. The continued existence of HTA in its current
form is an indictment of the institutions that sustain it. The time for polite critique is over. It is not
enough to acknowledge that HTA has methodological weaknesses; we must recognize that it has
never been scientifically legitimate in the first place. Its survival has been a triumph of persuasion
over evidence, of authority over truth. That must end now.

Moving forward, HTA faces a critical challenge: to transition from a field reliant on false
measurement practices to one firmly grounded in scientific rigor. This transformation requires a
paradigm shift in how value claims are conceptualized, measured, and evaluated. Ratio
measurement standards must become the foundation of all HTA claims, particularly in areas like
resource utilization, compliance, and quality of life. Without adherence to these standards, HTA
cannot provide the credible, evaluable, and replicable evidence necessary for sound decision-
making.

Retrospective reviews of past studies are also essential. While this task is daunting, it offers an
opportunity to salvage insights and reframe conclusions under proper measurement frameworks.
This process may reveal that some claims are still valid when viewed through the lens of ratio
measurement, while others will need to be discarded or revised. Such efforts, though resource-
intensive, are necessary to restore the credibility of the discipline.

Education and training must also play a central role in this transformation. HTA professionals need
a deeper understanding of measurement theory and its application to health outcomes. Training
programs should emphasize the importance of unidimensionality, linearity, and invariance in
producing valid measures. Without this foundational knowledge, the discipline risks perpetuating
the same methodological errors that have undermined its credibility.

Finally, the shift toward rigorous measurement must be accompanied by a focus on claims that are
empirically evaluable. HTA should prioritize value claims that can be tested and reproduced under
real-world conditions. This approach aligns with the principles of "normal science,” which
emphasize the importance of empirical evidence and reproducibility in advancing knowledge. By
focusing on scientifically robust claims, HTA can rebuild trust and demonstrate its value to
policymakers and health systems.

CONCLUSIONS

For HTA to evolve and regain credibility, it must undergo a transformation. Reference case models
must be abandoned in favor of methodologies grounded in fundamental measurement principles.
This shift would require a focus on unidimensional, linear, interval, and invariant metrics, ensuring
that value claims are scientifically robust and empirically evaluable. Real-world evidence (RWE)
should play a central role, with emphasis on directly measurable outcomes such as compliance,
resource utilization, and patient satisfaction. By prioritizing actionable metrics over abstract and
scientifically flawed constructs, HTA can better align with the practical needs of health systems.

The disaggregation of composite claims is a critical step in this transformation. Instead of bundling
disparate costs or outcomes into single, opaque metrics, HTA should focus on specific,



unidimensional evaluable measures like hospital days avoided or adherence rates. This approach
would provide clearer insights into the drivers of healthcare value and support more targeted
interventions. Additionally, the integration of new standards, such as Rasch modeling for
subjective claims and proper benchmarking for objective metrics, would enhance the scientific
rigor of HTA.

Decision-making processes must also be redefined to move away from abstract cost-per-QALY
thresholds. Health systems should be empowered to apply their own valuations to well-measured
outcomes, allowing for more context-specific and meaningful resource allocation decisions.
Transparency is essential, with all model assumptions, inputs, and methodologies made fully
accessible for scrutiny. This would reduce the risk of manipulation and promote greater
accountability in HTA.

Manufacturers have a role to play in this transformation as well. Value claims should be based on
well-defined, protocol-driven frameworks that can be replicated or reproduced in target
populations. Compliance metrics, which are directly observable and linked to real-world
outcomes, should serve as a foundation for these claims. By grounding value claims in empirically
supported evidence, manufacturers can contribute to a more credible and effective HTA process.

The widespread reliance on reference case models has likely resulted in decades of misallocated
resources and flawed decision-making. However, this recognition also presents an opportunity for
renewal. By confronting these methodological shortcomings and embracing scientifically rigorous
practices, HTA can rebuild its credibility and fulfill its role as a trusted guide for healthcare
decision-making. The challenges are significant, but the potential benefits, more efficient resource
allocation, better patient outcomes, and a stronger foundation for innovation, are well worth the
effort. In the end, the evolution of HTA depends on its willingness to learn from past mistakes and
commit to the principles of robust, evidence-based science.
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