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Abstract

Stories of unproven, disproven, or misleading health-related claims,
and their impact on individual and public health, are commonplace
around the world. Disquiet about such claims is ubiquitous and
growing within public, clinical, scientific, and policy discourse, with law
commonly presented as having an important role to play in
addressing concerns. Action, though, requires regulators to account
for competing considerations, including fundamental freedoms,
cultural diversity, and the potential for law to exacerbate inequalities.
The latter is particularly significant when assessing the veracity of
marginalised beliefs. In practice, legal decision-makers walk a fine line
between everyday tolerance and occasional intervention. Yet, legal
research pertinent to these issues is surprisingly limited. Here, we
argue that new knowledge, methods, and collaborations are needed
to better understand how regulatory interventions relevant to
contested claims are constituted; how they operate in practice; and
how they relate to different political and social processes - including
acts of public resistance (like campaigns and protests). Only once we
are collectively equipped with such critical knowledge of the current
nature and possibilities of regulatory relations will it be possible to
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collectively design more imaginative and inclusive legal responses.
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Introduction

Stories of unproven, disproven, or misleading health-related
claims, and their impact on individual and public health, are
commonplace around the world. These intersect wide-ranging
areas, from mental health (e.g. unlicensed practitioners working
with paying clients to deliver their own bespoke ‘therapies’)
and reproductive health (e.g., advertising of so-called ‘abortion
reversal’), and from the everyday (e.g., dieting advice) to
the life-threatening (e.g., bleach for ‘treating’ COVID). They
encompass disparate actors from social media influencers to
religious lobbies (Baker & Rojek, 2020; Peters, 2007). Disquiet
about controversial health claims is ubiquitous and growing
within public, clinical, scientific, and policy discourse, with
law commonly presented as having an important role to play
in addressing concerns (Lavorgna & Horsburgh, 2020).

Sometimes, though not always, debates around unproven, dis-
proven or misleading claims are framed as being about misinfor-
mation or indeed disinformation (with the distinction between
these being that disinformation is assumed to be intentionally
misleading; Purnat & Clark, 2025). However, although both
terms have been widely embraced and have evident value for
focusing minds and attention, we consider that a less dichoto-
mous, or a more expansive, framing is also necessary to consider.
This is for three key reasons. First, the terms misinformation
and disinformation suggest clear distinctions between truth and
falsity, that are not always easy to draw in health contexts
(Kingori, 2021). In these, the un/proven is negotiated over time,
on occasion to be later contested or revisited, particularly in less
researched domains. Even though some claims might easily be
dismissed as demonstrably false or misleading, other disruptive
claims might be better characterised as contested or debatable.
Indeed, what should count as evidence in health to ascertain
truth is often at the core of intense debates (Friesen, 2019). Sec-
ond, not all unproven - or even misleading or disproven - claims
are seen as equally problematic by policymakers. Instead, enun-
ciations regarded as misinformation/disinformation are a smaller
category of such claims, constituted in part through the perceived
level of state engagement they require. Third, while claims deemed
unproven may be designed to deceive, including for personal or
financial profit, others are more akin to forms of resistance from
groups that are actively neglected by biomedicine. The socio-
political configurations from which such claims emerge, then,
and the ways in which they feed or respond to different types of
social inequalities, are relevant considerations for strategies of
regulation and governance. Accordingly, more fluid categorisa-
tions than misinformation and disinformation may be needed to
understand different dynamics shaping the emergence, circulat-
ing, and instantiation of controversial health-related claims, and
the role of the state within these.

Regardless of framing, since the Covid-19 ‘infodemic’ (Caulfield,
2020; Cosentino, 2023) regulators are often asked to address
claims deemed problematic more effectively, including through
the use of hard law. Action, though, requires regulators to
account for competing considerations, including fundamental
freedoms, cultural diversity, and the potential for law to exacerbate
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inequalities. This is a particularly significant consideration when
assessing the veracity of marginalised beliefs (Johnson, 2005).
In practice, legal decision-makers walk a fine line between
everyday tolerance and occasional intervention.

Legal research pertinent to these issues is surprisingly lim-
ited. Some scholars have aptly demonstrated the complex-
ity of relevant legal regimes (Katsirea, 2018; Rottgers-Witz &
De Boer, 2021) and the urgency of adjusting regulatory
responses (Kadakia er al., 2023; Mamak, 2021). Yet, the focus of
much scholarship to-date has predominantly been on specific
cases within jurisdictions in the Global North, and have been
largely doctrinal or prescriptive. More empirically-led, criti-
cal approaches on the other hand are rarer. Meanwhile, pertinent
social science research on health misinformation has paid lim-
ited attention to the role of law and regulation in synergistically
and reciprocally shaping the social processes through which
unproven, disproven or misleading claims arise and circulate
(Kirkland, 2023).

We argue that new knowledge, methods, and collaborations
are needed to better understand how regulatory interventions
relevant to such claims are constituted; how they operate in
practice; and how they relate to different political and social
processes - including acts of public resistance (like campaigns
and protests). Only once we are collectively equipped with
such critical knowledge of the current nature and possibilities
of regulatory relations will it be possible to collectively design
more imaginative and inclusive legal responses.

A fragmented legal picture

State decisions about when and how to intervene against unproven,
disproven or misleading health-related claims involve multiple
considerations. Some claims can be harmful, including those
related to life-threatening conditions (e.g., disproven cancer
‘cures’), or those aiming to ‘treat’ something that is not an illness
(e.g., so-called ‘conversion therapy’). In these cases, regulation
is paramount to protect those whose circumstances place them
in a situation of vulnerability (Freckelton, 2020). Nevertheless,
what regulation looks like - or could or should look like - varies.

Indeed, regulation can come at a cost. In particular, it can
encroach on fundamental freedoms, disrupt legitimate dissent,
or silence cultural beliefs - sometimes disproportionately (Vese,
2022). Even where claims seem antithetic to conventional
biomedical epistemologies, they may serve distinct purposes;
for example, nourishing different networks of care, or helping
those for whom ‘evidence-based medicines’ are unavailable or
ineffective (Bivins, 2021; Brosnan et al., 2023; Friesen &
Blease, 2018). Finally, regulation can have unexpected effects.
It can, for instance, drive claims and the practices they enact
‘underground’, and thus increase the risks for users (Klein
& Potter, 2018), or it may overlook negative impacts on
disadvantaged groups (e.g., Indigenous health networks
(Marks & Cohen, 2021). In so doing, patterns of inequality can
be reinforced while remaining hidden or dismissed from the
gaze of lawmakers (Crosby, 2019; Paton, 2009).
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State responses to particular claims can take a variety of forms.
Sometimes, the boundaries of (un)acceptable health-related
claims are drawn in highly visible ways, through legislative
change or during moments of crisis (Charruau, 2020), bringing
the above tensions to the fore. More commonly, they are shaped
through technical, ad hoc decisions, including via courts or
regulatory agencies (Rizzi er al, 2021; Rogers, 2007). In
that respect, ‘regulation’ in this field can be inconsistent, and
the logics of different sub-domains and actors can be difficult
to reconcile.

It is also notable that the definition and boundaries of what
regulation or law look like, and indeed their empirical recog-
nition, are further complicated by the participation of private
actors in state decision-making. This can be in direct and
traceable ways, such as when state actors participate in dele-
gated or informal modes of regulation. The role of social media
platforms is an obvious example, but such alternative regula-
tory actors may take more surprising forms; for instance, when
the Catholic Church certifies healing miracles in secular France
(Szabo, 2002). Less directly, transnational actors - including
commercial entities — influence, the boundaries of state action
through reports, recommendations, and lobbying (De La Brosse
et al., 2022). Nationally and globally, both corporate and com-
munity campaigners lobby for legal reform or trigger legal
action, sometimes challenging the claims of health profession-
als or government officials (Cano-Orén & Lopera-Pareja, 2021;
Wepukhulu, 2022).

Within this fragmented landscape, the diverse rationales behind
regulatory decisions are difficult to trace. Yet, they are also
key to understanding the social meaning of different interven-
tions, the assumptions that underpin them, and the various
impacts they are likely to have. Regulatory approaches — at
national, supranational, or local institutional levels - are shaped
through different notions of social, health, and epistemic norms
and different ideas of social (in)justice. These require system-
atic attention in order to understand how contrasting approaches
are co-constituted. Accordingly, direct comparisons and critical
assessments of the regulation of unproven, disproven or
misleading health-related claims are difficult without in-depth
and cross-cutting interdisciplinary research of the kind that so
far has not been substantively undertaken.

The ebb and flow of state tolerance

Rather than a fully predictable and rational system of rules, we
argue that law and regulation in this field are best approached
as the drawing of fast-changing and sometimes surprising lines
of tolerance. States handle unproven, disproven, and misleading
health-related claims as a balancing act, drawing dotted lines
between what can be tolerated, and in what context, and what
should be deterred (and when and how). However, different
states balance tolerance and intervention differently, undergirded
by contrasting legal, socio-cultural, and political environments,
even when addressing shared concerns (e.g., vaccine-related
misinformation). Moreover, this balancing is not always explicit,
but rather unfolds through everyday political life.

Biomedically unproven claims - including those grounded in
popular wisdom, faith, or magic - often coexist with official
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public health advice, with limited disruption from state authori-
ties. Of course, tolerance is not unbounded; yet, its limits and
justifications are challenging to map. Even strategies explic-
itly designed to tackle ‘health misinformation’ tend to be selec-
tive. Some unproven claims, perhaps because they are seen
as benign, do not tend to be visible within policy discourses
centred on misinformation. In other cases, it is more surpris-
ing not to see some highly contested claims being apprehended
as part of these discourses (Tan, 2021; Wahlberg, 2007). Often,
definitions of what claims are legally acceptable or not, and
why, are unclear (McClean & Moore, 2014). For instance,
when are faith-healing claims deemed bona fide or fraudulent?
Is advice on TikTok benign lifestyle content or harmful
pseudo-medical misinformation? When do recommendations
for dieting become seen as so harmfully restrictive that they
need countering?

There is great diversity in how different states challenge, tol-
erate, or accommodate unproven, disproven, or misleading
health-related claims. Even what different states, or different
regulators within states, come to define as ‘misinformation’, or
when this misinformation warrants state intervention, seems to
vary significantly, and sometimes lack coherence. This is in part
because relevant interventions engage numerous legal domains,
not least advertising law, criminal law, consumer law, health
law, and media regulation. As a result, not only are rules
difficult to map, but they are also applied by numerous actors
and institutions. Each of these in turn might operate with
different assumptions. This makes the implementation of rules
challenging to trace, for other regulators and observers alike.

Importantly, tolerance fluctuates over time, which can also
generate some inconsistency within jurisdictions. For instance,
state concerns over contested health-claims can intensify dur-
ing public health crises, as we saw during the Covid pandemic,
or focus on particular issues as they temporarily gain salience
in public discourses (Atuire er al., 2021). Relevant examples
here are extreme diets, contested mental health therapies, or
ineffective and dangerous abortion techniques - each involv-
ing claims which are more or less problematised over time
and in different states. At the same time, and particularly in the
current context of political volatility, the relative severity or
tolerance shown by state regulators towards contested health
claims can also be affected by ideological shifts in governments
(Gagliardone et al., 2021; Lasco & Yu, 2022).

Health claims, law, and society

Overall, the diversity and fragmented nature of decision-making
and its inter-dependency with socio-cultural contexts, makes
both the analysis of current practice challenging - and so too
the design and implementation of future strategies. Yet, a
modest first step is to grasp a more in-depth appreciation of
the nature and role of law in this terrain. Our starting point
is that this requires a critical approach to understanding the
type of social tool that law is.

First, it is paramount to recognise that law incorporates power
relations. It draws lines of legitimacy that — like science itself
— often embed and perpetuate social inequity, gendered, or
racialised prejudice, and colonial relationships (Monnais, 2021;
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Seear er al., 2023). In its practice, law is multifaceted, rendered
through everyday interactions, and experienced differently across
society (Chua & Engel, 2019). Similarly, both controversial and
established health-related claims are produced through social
practices that often leverage similar evidentiary techniques
(Prasad, 2022). Indeed, the social debates they trigger
frequently illustrate the contingency of what is even deemed
legitimate knowledge in the first place (Fassin, 2021; Whitt,
2009). Concurrently, rather than pre-existing such debates, law
itself is co-constitutive of social relations, epistemic norms,
and biomedical ontologies — and as such is inherently political
(Biagioli & Pottage, 2021; Cloatre, 2013; Cloatre & Pickersgill,
2021; Pickersgill (in press)).

Exploring the legal regulation of contested claims and knowl-
edges requires careful and cross-disciplinary appreciation of
such dynamics. Significant conceptual tools already exist; for
instance, from feminist and postcolonial critiques that have
encouraged a more granular evaluation of legal interventions as
always part of broader patterns of power and dominance by states
and some groups within. However, these tools have largely not
been applied to the domain of health-related claims and their
regulation, despite their pertinence. In particular, questions of
belonging, citizenship, and relations of socio-cultural power are
crucial to the negotiations of legal boundaries between claims
deemed acceptable and those requiring intervention. This includes
issues as diverse as who, in a specific context, is considered
to be a medical or clinical expert; the place that faith, culture,
and beliefs play in health and wider social practices; the rel-
evant role of states in constraining personal expression; the
space states need to carve for alternative beliefs; or the role
of the states vis-a-vis markets and industries.

The perceived vulnerability of groups and patients, or the rela-
tive power and influence of particular industries or particu-
lar communities, are examples of factors that impact where
and how regulators see the need and possibility of intervention
(Fineman, 2019). Similarly, the perceived urgency of differ-
ent acute or longer term health crises, can influence how differ-
ent matters become considered over time as regulatory matters
(ct. Ford et al., 2024). To illustrate these considerations fur-
ther, responses to the Covid pandemic demonstrated how global
responses to controversial claims can acquire urgency and trig-
ger significant legal and regulatory shifts that had not previously
been deemed necessary or acceptable, despite the very long
history of controversial health claims. The growth of the well-
ness industry is similarly an example of a fast-changing field
where boundaries of tolerance, and the legal definitions of what
even constitutes a health-related claim, have been challenged by
the emergence of new market trends. In other domains, includ-
ing those where access to health is under strain, or research
and knowledge are lacking - such as mental health, reproduc-
tive health or chronic illnesses - regulatory responses need to
account for the absence of known and/or accessible solutions for
patients (Pifia-Romero, 2023).

In wunderstanding and conceptualising legal processes, and
legal meanings, it is also crucial to avoid both universalist
temptations, and the replication of past mistakes (Enright
et al., 2017). In particular, we are mindful of the dangers of
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making assumptions about how the law works in the absence
of close contextual engagement, or by extrapolating from
the observation of a small range of mostly Global North set-
tings (Atuire, 2023; Cloatre et al., 2023; Reyes-Galindo, 2021).
Contexts and their specificities matter to both the nature and
the social significance of law, affecting both the particular
place of law in society, and how it is likely to be translated into
daily practice (Van Wichelen, 2022). Legal scholarship con-
tinues to suffer from being too heavily grounded in Western
notions of and perspectives around law, with conceptual and
empirical legal research dominated by stories and experiences
from a relatively limited set of places. In charting a terrain as
complex and context-specific as the regulation of contested
claims about health and healthcare, it is essential to adopt, from
the outset, a cross-jurisdictional perspective, and contribute to
decentering Western, and especially Anglo-American, perspectives
on law.

Consolidating a research agenda

We propose a research agenda aimed at fostering deeper com-
parative knowledge of the making of legal (in)tolerance with
regards to unproven, disproven, or misleading health-related
claims, and of its socio-cultural and political dimensions. Our
aim is to gain new understanding of decision-making and its
underpinning problematisations and ensuing regulatory strate-
gies within this terrain, including whether some voices are more
likely to be contested (or granted higher tolerance) than oth-
ers, what forms of harm are seen as more disruptive (and to
whom), and who states implicitly or explicitly speak for when
making such decisions (such as commercial actors and afflicted
persons). We see such research as a step towards defining and
developing fairer and more sustainable regulatory strategies,
that are able to protect individuals and communities from harm-
ful health-claims, while carefully balancing fairly competing
interests. Our proposed approach is threefold.

First, we need to understand better how laws and regulations
formally define the boundaries of acceptability of unproven, dis-
proven, or misleading health-related claims. Part of this entails
identifying the key texts, processes, and institutions involved
in drawing the complex boundaries between claims that are tol-
erate and those deemed intolerable. This requires working across
diverse and sometimes disconnected fields, and accounting for
both formal and less formal sets of criteria and techniques of
intervention. Equally important to understand are the particular
logics and rationales of different legal strategies is their con-
textualisation, both in past and present regulatory, policy, and
parliamentary debates, and against their broader socio-cultural
backdrop.

Second, understanding law and regulation should never stop
with a static evaluation of rules. Particularly in this lively and
controversial field, it is also essential to explore how rules are
enacted and resisted in practice, and how regulatory boundaries
are negotiated in everyday scientific, clinical, and personal
life. Such attention to the ‘mundane significance’ (Pickersgill
et al., 2011) of routinely regulating contested claims beyond
spectacular cases is key to revealing in granular depth how
potential discontents are expressed - not only across different
jurisdictions, but also health domains.
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Third, we must be prepared to imagine more creative alterna-
tives to current strategies (Cohen & Morgan, 2023; Cooper,
2020; Enright, 2020). A critical exploration of the debates
and tensions surrounding the regulation of contested health-
related claims must pay particular attention to the effects of law
in facilitating or hindering social and health justice. These are
effects that critical legal scholars have long called policymak-
ers to be more reflective about (Harrington, 2018; Jacob &
Kirkland, 2020). Building on such critiques and equipped with
better knowledge of current patterns of intervention, resistance,
and negotiation, we hope to contribute to enabling scholars,
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Joanna Kempner
Rutgers University, New Brunswick, New Jersey, USA

This open letter tackles a pressing question: how should governments regulate unproven,
disproven, or misleading health claims without oversimplifying the problem by treating these
claims as a simple matter of true or false. Instead, they quite rightly point out that most health
claims shift over time.

Given that some so-called health-related “misinformation” might be better understood as
“contentious knowledge,” I valued the authors’ warning that regulation can do harm--by
reinforcing social hierarchies, silencing cultural beliefs, or driving practices underground. Too
often, policy discussions focus narrowly on “cracking down” on misinformation and, in the process,
lump together dangerous falsehoods with contested ideas that are still up for debate.

That said, I think the argument could be pushed a little further in some important ways.

First, fringe or unproven health practices aren't always just misguided. Sometimes they're acts of
resistance against health systems that neglect or dismiss people. And resistance can be
generative. Practices that start out on the margins occasionally spark innovation—or even become
mainstream medicine. If regulation is too rigid, we risk shutting down not just harmful practices,
but potentially valuable ones.

Second, the paper raises important questions about tolerance and state power, but I wanted to
see more on who actually gets to draw the line. Regulators, courts, professional bodies, and
platform moderators aren't neutral. Do credentialed experts get more leeway than laypeople
when making questionable claims? How do protections like freedom of religion in the U.S. reshape
what counts as acceptable? These are hard questions, but naming them explicitly would
strengthen the analysis.

Finally, the authors are right to caution against assuming the Global North is the default, but I
think the piece could go further. What would it look like to actually compare legal and cultural
contexts that are radically different, and build a research agenda from there? A more concrete
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methodological suggestion would help move that forward.

Overall, this is a powerful and generative contribution. It pushes the debate about health
misinformation away from simplistic fact-checking and toward deeper questions about how law
shapes what counts as health knowledge. My comments are meant as sharpening, not criticism:
grounding the argument with some prevalence data, taking power dynamics head-on, and
drawing out the connection between resistance and innovation could make this letter an even
stronger guide for policymakers and scholars alike.

Is the rationale for the Open Letter provided in sufficient detail?
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Does the article adequately reference differing views and opinions?
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Are all factual statements correct, and are statements and arguments made adequately
supported by citations?
Yes

Is the Open Letter written in accessible language?
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Where applicable, are recommendations and next steps explained clearly for others to
follow?
Yes

Competing Interests: No competing interests were disclosed.
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I confirm that I have read this submission and believe that I have an appropriate level of
expertise to confirm that it is of an acceptable scientific standard.
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Donato Vese
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The manuscript, 'States, Law and Regulation of Controversial Health Claims: Consolidation of a
Research Programme Across Disciplines and Contexts', addresses the challenging topic of
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disputed claims regarding their reliability in the medical and health field.

The authors adopt an original perspective by placing themselves outside the true/false dichotomy
that is prevalent in specialist scientific literature in this field. In light of these observations, the
present study puts forward a research agenda that aims to address this lacuna and serve as a
nexus between diverse academic domains.

A pivotal issue and a foundational concept is tolerance, a subject that the authors examine
critically, highlighting the significant variations in state legislation and regulations concerning the
definition of what constitutes misleading news and what does not. The authors contend that this
discrepancy is particularly evident in terms of inequality in the legal and regulatory approach to be
adopted and implemented.

The conclusions coherently and logically outline the objectives of the proposed agenda, especially
for legal scholars.
My suggestion is to consider integrating Cass Sunstein's studies on freedom of speech

(e.g. Liars: Falsehoods and Free Speech in an Age of Deception by Cass R. Sunstein, Oxford: Oxford
University Press, 2021, pp. 192 and more recently: Id., Campus Free Speech
A Pocket Guide, 2024) even if you believe in a critical sense.
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