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This article opens up the blackbox through which evidence is selected and
assessed in the making of guidelines and recommendations in global gov-
ernance, through an exploration of “methods regimes.” Methods regimes
are a special kind of sociomaterial arrangement, which govern the pro-
duction and validation of knowledge, by establishing a clear hierachy be-
tween alternative forms of research designs. When such regimes become
inscribed in processes of global governance, they shape and control what
knowledge is deemed valid and thus relevant for policy. We shed light that
through a mode of operation that relies on a discourse of procedurality, a
dispersed but powerful network of epistemic operators, and a dense web
of infrastructures, methods regimes constitute and police the making of
“policy-relevant knowledge” in global governance. Through an examina-
tion of the case of “GRADE” (Grading of Recommendations, Assessment,
Development, and Evaluation), a standardized system that evaluates and
grades the quality of evidence in global health, we show that its dominance
has worked to the effect of empowering a new cast of methodologists, seen
as more objective and portable across domains, sidelining certain forms of
evidence that do not conform with its own methodological criteria of sci-
entificity, and “clinicalizing” research in medicine and beyond.

Cet article ouvre la « boite noire » de la sélection et de I’évaluation des
connaissances existantes lors de I’élaboration de lignes directrices et
de recommandations en gouvernance mondiale, en s’intéressant aux «
régimes de méthodes ». Les régimes de méthodes, des agencements so-
ciomatériels avec leurs caractéristiques propres, gouvernent la production
et la validation des connaissances en établissant une échelle hiérarchique
trés claire entre différents types de méthodes. Lorsque ces régimes
deviennent ancrés dans les mécanismes de gouvernance mondiale, ils
faconnent et déterminent les connaissances considérées comme valides,
et donc pertinentes pour I’élaboration d’une politique. Nous mettons
en lumiére que, par l'intermédiaire d'un mode opératoire fondé sur
un discours procédural, un réseau diffus, mais influent, d’opérateurs
épistémiques et un maillage dense d’infrastructures, les régimes de
méthodes déterminent et régissent 1’élaboration des « connaissances
politiques pertinentes » en gouvernance mondiale. Nous étudions le cas
de « GRADE » (Grading of Recommendations, Assessment, Development
and Evaluation) un systtme normalisé qui évalue et note les études
scientifiques existantes dans le domaine de la santé. Nous montrons
que sa prépondérance a permis I’émergence et le renforcement d’un
nouveau groupe de méthodologistes, considérés plus objectifs et polyva-
lents, la mise a I’écart de certains types de données non conformes a ses
propres criteres méthodologiques de qualification scientifique et de
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2 The Politics of Evidence-Making in Global Health

« cliniciser » la recherche, en médecine mais également dans d’autres
domaines.

Este articulo abre la caja negra a través de la cual se seleccionan y evalian
las pruebas para la elaboracién de directrices y recomendaciones en mate-
ria de gobernanza mundial, mediante una exploracién de los «regimenes
metodolégicos». Los regimenes metodolégicos son un tipo especial de
arreglo socio-material, relacionado con la produccién y validacién de
conocimiento, sobre la base de su diseno de investigacion. Cuando estos
regimenes se integran en los procesos de gobernanza mundial, configu-
ran y controlan el conocimiento que se considera valido y, por tanto, rel-
evante para la politica. A través de un modo de operar que se sustenta en
un discurso procedimental, en una red dispersa pero poderosa de oper-
adores epistémicos y en una densa red de infraestructuras, los regimenes
metodolégicos constituyen y supervisan la creaciéon de «conocimiento rel-
evante para las politicas» en la gobernanza global. A través de un examen
del caso de «<GRADE» (Clasificaciéon de Recomendaciones, Valoracion, De-
sarrollo y Evaluacion de Pruebas), un sistema estandarizado que clasifica la
calidad de las pruebas en el dmbito de la salud mundial, mostramos que su
predominio ha servido para empoderar a un nuevo elenco de metodélo-
gos, considerados mds objetivos y transferibles entre dominios, dejando
de lado ciertos tipos de pruebas que no se ajustan a sus propios crite-
rios metodologicos de cientificidad, y «clinicalizando» la investigacion en
medicina y fuera de ella.

The production of guidelines, recommendations, best practices, and other forms of
guidance makes for the daily business of global governance. International organi-
zations (IOs) produce a plethora of documents that aim at guiding political action
in domains as diverse as education, development, and health, to name a few. Such
guidelines, the word goes, are always based on “the best available evidence” and “sys-
tematic” reviews of existing research. We know little, however, about what evidence
is considered to be “best” and what existing criteria of validity and scientificity are
adopted when such evidence is selected, assembled, and assessed in global gover-
nance fora.

The politics of methods are at the heart of the processes through which certain
forms of evidence come to be seen as valid, scientific, and relevant, while others are
dismissed. Methods seem mechanical, procedural, and somehow neutral. Yet, they
embody specific epistemological assumptions and judgments about what constitutes
“science.” Largely discussed in the sociology of knowledge literature (Knorr Cetina
2007; Shapin and Schaffer 2011), such situated ways of delineating what is scientific
can also become “methods regimes” when they are enacted, inscribed, and material-
ized in the institutions, processes, and practices of governance. Specific conceptions
of methods have indeed become hegemonic in global governance, such as exper-
imental methods in international development, risk assessment for food policy, or
auditing practices (Timmermans and Angell 2001; Jatteau 2013; Donovan 2018).
At the same time, a new cast of professionals, the self-labeled “methodologists” of
global health, but also the auditors, or the risk analysts, of other fields, has emerged.

Methods regimes are a special kind of sociomaterial arrangement, which have to
do with the production and validation of knowledge, rather than knowledge claims
that directly delineate the way specific objects of global governance are constituted.
By designating which methods of knowledge production are “right,” they directly
regulate and control the kind of evidence that is deemed to be accurate and rel-
evant for the governance of global problems. Methods regimes, thus, are at the
core of the politics of “evidence-based” policy-making. Yet, their role in the making
of “policy-relevant evidence” and, ultimately, global recommendations, guidelines,
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or best practices has gone largely unnoticed. Making their presence and role in
global governance more explicit and visible is, thus, a necessary intervention that
brings new insights into how global recommendations and standards of all sorts
are delineated. We ask, thus, two interrelated questions. What makes it possible for
methods regimes to operate and gain traction in global governance? And what are
their specific effects on the politics of “evidence,” and knowledge-making, in given
governance domains?

We explore these questions through an in-depth study of the case of “GRADE”
(Grading of Recommendations, Assessment, Development, and Evaluation), a for-
mal and standardized system that grades the quality of evidence and the strength of
recommendations in global health.! International relations’ (IR) conventional dis-
ciplinary view of health as a secondary matter of international politics has limited its
engagement with this domain, often limiting its focus to questions of effectiveness
(Beisheim and Liese 2014). While critical scholars in IR are today paying more at-
tention to global health (Elbe 2014; Hanrieder 2019), they have not focused on the
politics of evidence-based policy, or expertise (butsee Littoz-Monnet 2022). GRADE
has been adopted by about 110 organizations worldwide, and most notably by the
World Health Organization (WHO), as the framework for developing its guidelines
and recommendations. In the words of the WHO, which develops guidelines on
topics as diverse as pharmacological interventions, sugar intake, or vaccine intro-
duction, its own “legitimacy and technical authority lie in its rigorous adherence to
the systematic use of evidence as the basis for all policies” (WHO 2014, 1). The way
evidence is produced, evaluated, and synthetized thus plays a crucial role in the final
content and shape of recommendations, and constitutes the field of global health
as well as related scientific inquiry.

We argue that GRADE acts as a powerful methods regime through its specific
characteristics and mode of operation. GRADE, first, is a (seemingly) procedural
regime, in the sense that it sets and stabilizes hierarchies among different forms
of knowledge through a pre-established evidence scale, which ranks evidence on
the basis of the procedures and study design used for its production. Although
GRADE embodies clear epistemological claims about what forms of evidence are
more valuable than others, it seems to be just a matter of “mechanical steps” to be
followed. The apparent procedurality of GRADE renders it natural and harder to
contest. GRADE is also enacted and sustained through a highly dispersed network of
epistemic operators, professional methodologists, and their knowledge sites, which
not only produce and perpetuate the regime’s claims, but also act to control, verify,
and validate what forms of evidence are relevant for the purpose of policy. GRADE
as a regime is also embedded, or materially inscribed in global governance processes
through a complex web of material objects, such as evaluation procedures, learn-
ing modules, a standardized “GRADE CV,” or yet computer programs that embody
and reproduce its core assumptions. This mode of operation makes it possible for
GRADE to shape the production of policy-relevant knowledge, and the field of
global health more broadly, in a highly effective way.

Our observations point to three kinds of effects. We argue, to begin, that GRADE
has contributed to a reconfiguration of hierarchies in global health governance. It
has, in particular, sustained a displacement of epistemic authority away from what
global health professionals refer to as “content experts"—in general doctors with
experience in their area of specialization—toward an emerging transnational cast
of methodologists, seen as more objective and capable of working across domains.
In addition, through its formalized standards, GRADE has worked to the effect of
hierarchizing knowledge in global health. Those forms of knowledge that do not
rank high according to GRADE, such as observational studies or case reports, are

lAlthough there are a number of tools that help support guideline development, we focus on GRADE because of
its dominance worldwide and its adoption by the WHO.
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4 The Politics of Evidence-Making in Global Health

often disregarded or seen as anecdotal. Finally, GRADE has fostered the clinicaliza-
tion of research in medicine, but also beyond, spreading out a mode of reasoning
that only accounts for the efficacy of given interventions, while broader questions
are barely addressed.

Methods regimes in global governance act as a form of police that authorizes cer-
tain forms of evidence and discredits others. Given their “epistemic” nature, which
has to do with the production and validation of evidence, methods regimes operate
in a distinct way. Through claims that are seemingly procedural, void of content,
and neutral, a dispersed but powerful network of epistemic operators, and a dense
web of material inscriptions that perpetuate the regime and give it a life of its own,
methods regimes act as a special kind of sociomaterial arrangement, which power-
fully shapes the production and warranting of knowledge in global governance. As
such, they act as epistemological ways of governing, in the sense that they delineate
how problems can be known and thus, ultimately, acted upon.

The article relies on an in-depth case study work. Through immersion with the
details of the case, we explored GRADE'’s assumptions and rhetoric, its network of
operators, and its material inscriptions. This was done, first, through an extensive
textual analysis of documents from the WHO, as well as a number of scientific arti-
cles by prominent GRADE methodologists in scientific and medical journals such as
The Lancet, The British Medical Journal, and the Journal of Clinical Epidemiology. Docu-
ments from the WHO included Chapters 9 and 10 from the 2014 WHO Handbook
for Guideline Development, which provide instructions on evidence assessment and
the methodological standards for the development of recommendations. Second,
through an exploration of the websites of those centers strongly linked with the
GRADE Working Group, such as McMaster University, the Cochrane centers, and
the WHO’s Guidelines Review Committee (GRC), we mapped the epistemic oper-
ators of GRADE and traced relationships between them, as well as their ties with
other actors or sites that, although not sitting at the core of the network, also pro-
mote GRADE. Third, we observed the materiality of GRADE, looking at its teach-
ing modules, the “GRADE CV,” or the MagicApp, examining both their content
and form. Third, we conducted sixteen semi-structured interviews between October
2020 and May 2022 with WHO officials, including methodologists and members of
the GRC, medical practitioners, the founders of GRADE, and the members of both
the GRADE Working Group and Cochrane.

Methods always involve selecting, assembling, and interpreting facts (Ruppert
and Scheel 2019), and so do our own. With our own observations, we do not aim to
make truth claims, but rather expand existing methodological repertoires, so that
policy knowledge, as well as academic practice, moves beyond the narrowness of
scope of the current clinical “dogma” not only in global health, but also in other
domains such as development for instance. We do not see objectivity as a sort of
capacity to “remove bias,” but as an attitude toward research, which is capable of
resorting to heterogeneous knowledge sources and recognizes multiple meanings
(Leander 2016). In unpacking, and making more explicit, the politics at play in
the inclusion or exclusion of certain forms of knowledge in global governance, we
aim to enhance understandings of expert discourses and open up possibilities for
methodological pluralism, more diverse forms of expertise, and a more inclusive
governance architecture.

Expert Knowledge and Global Governance

Claims about the “evidence-based” nature of global agendas and interven-
tions abound in global governance. Whether in health, climate, education, or
development aid, global policies are presented and legitimized by reference
to their reliance on the “best” available evidence. Although the role of evi-
dence in governance has been widely debated in the public policy literature
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(Davies and Nutley 2000; Parkhurst 2017), scholarship in IR has not engaged much
with the politics associated with claims to evidence-based policy. While scholars have
focused on the construction or assembling of certain forms of expertise (Bueger
2015; Sending 2015; Littoz-Monnet 2020; Aue 2021), we do not know much about
how certain types of knowledge come to be seen as evidence and are assembled and
translated into policy recommendations. The role of methods in such processes,
although central to the establishment of an evidence-based style of governing in
global governance, has also not been explored.

Partly, this is due to an entrenched preoccupation, in the field of IR, with the
way scientists or experts influence policy-makers (Haas 1992). If IOs rely on solid
scientific evidence, the word goes, their agendas and programs will also be more
sound (Haas and Stevens 2011). As a result, this approach has been leaving aside
the question of how such evidence is assembled and evaluated in the first place.
Other accounts in IR have focused on how IOs mobilize certain forms of expertise
as a way to assert their authority, revealing that by “empbhasizing the objective na-
ture of their knowledge, staff of IOs are able to present themselves as technocrats
whose advice is unaffected by partisan squabbles” (Barnett and Finnemore 2004, 24;
Liese et al. 2021). Yet, this body of work concentrates on the politics of knowledge
mobilization, rather than knowledge production. In addition, it focuses exclusively
on IOs, missing on the way IOs are embedded in ecosystems of knowledge produc-
tion that involve a complex web of actors, sites, and infrastructures.

IR scholars have, in recent years, examined in greater detail the processes and
practices of knowledge-making in global governance (Bueger 2018; Leander and
Weaever 2018). Such research has looked into the fabric of expertise (Best 2014;
Bueger 2015, 2018) and the relationships that connect together actors, actions, and
material objects (Latour 2005; Law 2008). Taking inspiration from the fields of so-
ciology and Science and Technology Studies (STS), this body of work has shed light
on the epistemic and also sociomaterial components that embody and perpetuate
certain ways of knowing things. Scholars have examined how certain orthodoxies
or discourses, embodied in sociomaterial arrangements, constitute subjects (Lakoff
and Collier 2008; Towghi and Vora 2014) and objects of governance (Aue 2021).
Recent scholarship in IR has built upon the concept of “assemblage” (Bueger 2018;
Ruppert and Scheel 2019) to qualify those patterned arrangements that connect
discursive and nondiscursive elements. Assemblage thinking focuses on how con-
stituencies, concepts, techniques, and material objects hold together, forming ar-
rangements that not only enact certain realities but also produce actors, objects, and
power relationships (Law 2004; Bueger 2015; Leander and Waever 2018; Ruppert
and Scheel 2019).

Our approach not only builds upon these insights, but also departs from them in
two ways. First, we shift away from a focus on the fluidity and ever-changing charac-
ter of knowledge arrangements. In reinstating the notion of “regime” rather than
that of assemblage, for instance, we aim to better capture the stability and resilience
of sociomaterial arrangements. Recent practice and assemblage scholarship often
leave aside questions of resources and hierarchies; when hierarchy is conceptual-
ized, it is in relation to—and by means of—other actors (Latour 2005) and thus
also amenable to fluctuations. However, resources and hierarchies delineate what
kind of assembling or ordering of expertise is possible and make them more stable
and self-perpetuating than often assumed. In turn, sociomaterial arrangements also
produce specific forms of politics and hierarchies. In reintroducing hierarchies and
resources into the picture, we shed light on the conditions of possibility of specific
forms of assemblage, as well as of their stability.

Second, in focusing on methods in global governance, we make a shift away from
studying knowledge arrangements to studying the epistemic conditions that shape the
production of knowledge. We examine a special kind of arrangement that operates
at the level of the production, selection, and assembling of “policy evidence”—a
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6 The Politics of Evidence-Making in Global Health

form of knowledge that in turn makes possible the emergence of certain knowledge
truths and not others. Like the “paradigms,” “research programs,” or yet “epistemic
cultures” described in the STS literature on knowledge production (Kuhn 1962;
Lakatos 1978; Knorr Cetina 1999), methods regimes are epistemic in that they have
to do with the validation of knowledge. The politics of methods have been brought
to the fore in IR, as critical accounts have made it possible to see that supposedly
neutral methods in fact embody political visions and knowledge claims (Aradau and
Huysmans 2014; Ruppert and Scheel 2019). Yet, methods have effects beyond their
role in specific academic disciplines or laboratories. They might also take public au-
thority and get inscribed, enacted, and materialized in global governance processes.
While scholars have started to engage with the dominance of certain epistemolog-
ical assumptions and their associated knowledge techniques in global governance,
such as an overreliance on quantitative forms of data, like measurements and rank-
ings (Hansen and Porter 2012; Cooley 2015; Aue 2021), digital techniques of data
production (Ruppert and Scheel 2019), and randomized controlled trials (RCTs)
(Kelly and McGoey 2018), we know little about the kinds of categorizations and
hierarchies that inform the production and selection of the evidence used to for-
mulate global policy recommendations. In focusing on methods regimes, we shed
light on the political work that shapes the delineation of the standards and recom-
mendations of all sorts, which abound in global fora and are instrumental to global
ways of governing (Broome and Seabrooke 2012; Hearson 2018; Doshi, Kelley, and
Simmons 2019).

Methods Regimes

Methods regimes are a special kind of social and material machinery. They are epis-
temic, as they have to do with the production and validation of knowledge; they consist
of the seemingly neutral procedures, networks of operators, and material objects
that shape the selection and assembling of the evidence that counts in global gover-
nance. Because methods regimes act at an epistemic level, they have specific char-
acteristics and a special mode of operation. They are procedural, in the sense that
they work through a prespecified set of criteria that determine “how to” produce
and evaluate knowledge, thus not making explicit their more substantial knowledge
claims. They are also dispersed, in that they are enacted and sustained by a network
of methodologists and their knowledge centers located throughout the globe. They
are embedded, in that they are inscribed in global governance processes through a
web of material inscriptions, which embody and stabilize their core assumptions.
This mode of operation makes it possible for methods regimes to gain traction in
governance and, as a result, to have constitutive and policing effects on the politics
of evidence-making in global health governance.

Procedural: Unlike other sociomaterial arrangements, or knowledge regimes, a meth-
ods regime does not rely on substantial knowledge claims, such as how to address
poverty or unemployment, for instance; instead, it consists of prespecified sets of
criteria, “how-to” technical guidelines, and methodological techniques. It seems
empty of any substantial principles and relies on a discourse of detachment to-
ward what it fashions as “content knowledge.” Like other “technologies of truth,”
methods regimes have an appearance of impersonality (Porter 1995), yet they
serve to set clear and fixed hierarchies among different forms of knowledge—on
the basis of the study design through which these have been produced. Methods
regimes are procedural in that they distinguish “high-quality” research that pro-
duces reliable evidence from weak designs that produce “poor” quality evidence.
Acting as a “policing technology” (Leander 2020), they signal what procedures of
knowledge production are “right,” with the effect that knowledge not matching cer-
tain design criteria tends to be dismissed as anecdotal or biased. In doing so, and
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despite their seemingly mechanical functioning, methods regimes embody strong
knowledge claims. Beyond their centrality in the delineation of policy-relevant
knowledge, methods regimes also indirectly shape the conduct of scientific research
in certain academic fields, by enacting markers of what is scientific and what is not.
Researchers either internalize the regime’s principles or comply with them in order
to make their studies publishable and relevant. Those who do not run the risk of not
being considered as scientists at all (Adams 2002). Such principles in turn constrain
the kind of questions that can be asked. In delineating what counts as valuable and
relevant evidence for policy, methods regimes also shape what kind of evidence is
produced at all.

Dispersed: A methods regime is enacted not only by public institutions, such as I1Os,
but also by a highly dispersed, yet connected, network of “epistemic operators,” typ-
ically composed of knowledge sites, such as research clusters, knowledge centers,
professional organizations, and high-profile journals and experts, which all together
produce and reproduce the ideas of the regime in global governance. Epistemic op-
erators can act as knowledge producers, or perform “rituals of verification” (Power
1999), through which they “inspect” or “scrutinize” what is objective or valid for
the purpose of policy. Methods regimes are upheld in knowledge sites, where the
regime’s professionals work, but that also sustain the regime’s ideas, as well as a
specific set of relations, beyond the role of specific actors. In finance, for example,
such sites can consist of rating agencies, which rate a country’s economic “worth,”
the analyst departments of banks and investment companies, or accounting firms
(Knorr Cetina 2007). In global health, they consist of influential research centers,
which act as the epicenter of the regime, expert committees, networks of profes-
sional organizations, or even scientific journals (Littoz-Monnet 2022). There are
hierarchies within the regime, so that powerful knowledge centers, endowed with
financial, social, and epistemic resources, sit at its core. Knowledge centers serve
as powerful “mediation sites” where knowledge “has to pass” (Bueger 2015) and
link together a dense network of spatially dispersed partner organizations, which
play a central role in perpetuating and reproducing the regime. Like scientific “lab-
oratories” (Latour and Woolgar 1986), or “centers of calculation” (Latour 2005),
such centers play a central role in not only producing the knowledge of the regime,
but also standardizing and validating some of its “products,” such as its courses,
certifications, or codebooks—those inscriptions, or devices, which will be discussed
below. Journals can also act as central epistemic operators; they not only are some
sort of “outsprings” of methods regimes but also amplify their effects, in that they
actively filter, validate, and circulate knowledge. More peripheral sites, often ac-
credited by those sitting at the core of the regime, also fulfill a central function in
sustaining the ideas of the regime in a more decentralized and dispersed fashion.
Professionals also play a central role in producing the ideas of methods regimes and
transporting these across locations. In such regimes, the “experts” are professionals
endowed with “skills” rather than issue-specific knowledge. They are the self-labeled
“methodologists” of global health, or the “risk-assessment analysts,” the “auditors,”
we encounter elsewhere. Their skills, which typically have to do with the posses-
sion of a toolkit of procedures, or evaluation techniques, seem easily and endlessly
transferable, from one location to the next. This dense web of epistemic operators,
with its own experts, its prestigious and well-endowed knowledge centers, and its
networks, but also strong links with high-profile journals, makes methods regimes
powerful and effective.

Embedded: A methods regime is also embedded, in the sense that it is inscribed into
a set of material objects that make its effects wide-ranging, entrenched, and self-
perpetuating. In contrast to the regime’s epistemic operators, which consist of peo-
ple, networks, those sites where they meet, and their relationships, those objects
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8 The Politics of Evidence-Making in Global Health

have a material dimension. They may consist of standardized courses, sets of guide-
lines, computer programs, documents, or yet apps. These “inscriptions,” Latour
and Woolgar tell us, translate the untidy work and discussions taking place in the
knowledge centers of the regime into “written documents” (Latour and Woolgar
1986). Through their “techne” (Walters 2002), they embody, stabilize, and perpetu-
ate certain ideas and meanings, while also having their own regularities and effects
(Star 1999; Knorr Cetina 2007). A material object has its own form of existence that
is “nested in and arises from its use” (Knorr Cetina 2007). They may of course be
translated or transformed. Yet, their existence and portability are a central element
of a regime’s stability, in that material objects delineate what can be seen in a way
that is hard to notice and endlessly reproducible. The inscriptions of a methods
regime, whether its codebooks, or technological devices, are all “certified” by the
regime’s core operators and thus strongly embody the regime’s ideas. At the same
time, inscriptions function as “durable, mobile traces which can be transported be-
tween locales” (Walters 2002, 91). The codes, guidelines, routinely produced doc-
uments, courses, apps, and computer programs can be picked up and operated by
anyone, anywhere, without any need for particular instructions. Thus, material ob-
jects allow actors or knowledge sites “to exert their power through things that don’t
sleep and associations that don’t break down” (Sayes 2014, 140). When a regime
is inscribed into written documents, syllabi, or devices, this helps the regime keep
going, even when its ideas are contested.

GRADE as a Methods Regime
Brief Genealogy of GRADE

GRADE is a standardized system that categorizes and hierarchizes the quality or
certainty of evidence and determines the strength of recommendations for health-
care interventions.? It consists of a scale for the evaluation of the quality and cer-
tainty of evidence, as well as a system for translating evidence into recommenda-
tions, called the “evidence to decision framework,” which lists social criteria that are
important to consider when making a decision, such as benefits and harms, feasibil-
ity, among others (Alonso-Coello et al. 2016). In the context of guideline develop-
ment, the quality of the evidence is defined by the GRADE Working Group as “the
extent to which one can be confident that an estimate of the effect or association
is correct” (Balshem et al. 2011). The emergence of GRADE is directly enmeshed
with evidence-based medicine (EBM). Not only is GRADE based on the same core
ideational assumptions, but it has also been developed by those people and organi-
zations that were the strongest proponents of EBM. GRADE strongly echoes EBM’s
empiricism—a belief that evidence speaks for itself—and the worth and efficacy of
biostatistical techniques. Like EBM, GRADE also assumes that observer bias can be
removed from research through good statistical techniques and effective random-
ization. The way theory and observation are intertwined, and even rigorous RCTs
are shaped by human judgment at every stage of their design, and interpretation,
is not much considered (Grossman and Mackenzie 2005). As a result, the diverse
blends of criticism raised against EBM and RCTs, its golden tool, are not integrated
into the making of evidence for global health (Adams 2002; Timmermans and Berg
2010; Hawe 2015).

Initially, the EBM movement emerged as a critique of the largely unchallenged
authority of doctors and clinicians, in a context in which clinical epidemiology was
establishing itself as a discipline throughout the 1980s (Landzelius 2006). A number
of medical schools were starting to include courses in clinical epidemiology, with a

2 . . . N . .
GRADE classifies recommendations made in guidelines as either strong or weak. The strength of a recommen-
dation reflects the extent to which guideline developers can be confident that the desirable effects of an intervention
outweigh the undesirable effect (Guyatt et al. 2008).
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strong focus on statistics and mathematics in their curricula. The British epistemol-
ogist Archie Cochrane, in his book Effectiveness and Efficiency, wrote a plea for the use
of a new form of trials, which introduced the use of control groups to patient trials
(what we know as RCTs) as well as systematic reviews of research results produced
through RCTs on given medical issues (Daly 2005, 131-32). Here too, the claim was
that access to what was fashioned as high-quality evidence would diminish doctors’
reliance on personal intuition and experience.

It is not surprising, thus, that the GRADE Working Group, which produced the
GRADE scale, emerged in 2000 at the Department of Clinical Epidemiology and
Biostatistics at McMaster University, the alma mater of EBM. It was indeed at McMas-
ter in Canada that a team of researchers played a crucial role in establishing courses
on the systematic assessment of evidence in medical schools’ curricula (Guyatt et al.
1992). The International Clinical Epidemiology Network (INCLEN) had by then
started to create Clinical Epidemiology Units, designed to push for “the applica-
tion of quantitative measurement principles ... in the development of clinical and
health care policy” (Hanemaayer 2016, 464). McMaster included INCLEN’s train-
ing programs in the methods of clinical epidemiology; it was thus not accidentally
that the first formal formulations of EBM appeared at McMaster and that GRADE
also emerged there (Hanemaayer 2016). Gordon Guyatt, Andrew Oxman, and Hol-
ger Schu™nemann, the then professors of medicine and/or clinical epidemiology at
McMaster, created the GRADE Working Group, in order to develop what they saw
as a standardized rating system to assess the quality of evidence for the purpose of
making clinical practice recommendations.

Members of the GRADE working group actively participated in the introduction
of GRADE within the WHO, as well as other health organizations.3 Before the adop-
tion of the system, so-called content experts, most often doctors specialized in a
medical domain, were making recommendations based on their experience and
clinical training. Doctors benefited from a high degree of epistemic authority, but
their large autonomy. It was in this context that the WHO brought in Andrew Ox-
man, co-founder of GRADE, to reflect on how it could be more systematic in its
use of evidence.* Oxman was proactive and soon published a piece in The Lancet
where he accused the WHO of relying too heavily on “expert opinion,” instead of
evidence (Oxman, Lavis, and Fretheim 2007). It was in reaction to these charges
that the WHO convened, in 2009, the GRC, tasked to ensure that WHO recom-
mendations are “based on the best available evidence” (WHO 2022). The GRC was
strongly enmeshed with the same people who had produced GRADE and had also
acted as major proponents of EBM. Gordon Guyatt, Andrew Oxman, and Holger
Schiinemann, who were all part of the GRADE Working Group, played a central role
in putting together the GRC and developing the Handbook for Guideline Develop-
ment.” The GRADE system is now fully established within the WHO and directly
shapes global health policy knowledge.

GRADE’s Mode of Operation

Procedural: Hierarchizing and Filtering FEvidence

GRADE has a procedural mode of operation in that it defines what is consid-
ered as relevant and valid knowledge through an evidence scale, its foundational
discursive basis. The scale establishes a clear and stable hierarchy among differ-
ent forms of evidence, based on the methods through which they have been
produced, but it does so in a fashion that seems a matter of just following cer-
tain “procedures” and “technical steps” (Balshem et al. 2011). GRADE conceives

glnterview with former WHO staff, November 3, 2020
* Interview with GRADE methodologist, December 4, 2020.
“Interview with a member of the GRADE Working Group, April 6, 2021.
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10 The Politics of Evidence-Making in Global Health

“epistemological correctness” (Mercer 2008) as achieved through a scrupulous
compliance with a specific set of methodological rules, all standardized through
handbooks, guidelines, and “tick the box” procedures. The scale, as introduced
initially by the GRADE working group, acts as the ideational foundation of
the regime and embodies specific epistemological assumptions about what evi-
dence ranks as “high,” “moderate,” “low,” or “very low” quality (Balshem et al.
2011). In this scale, RCTs rank at the top as high-quality evidence, while ob-
servational studies and expert opinions rank at the bottom, as low-quality ev-
idence. There might be circumstances when methodologists can upgrade ob-
servational studies, or reversely downgrade those RCTs that they feel suffer
from a number of limitations, such as risk of bias, imprecision, or inconsis-
tency, among others (Balshem et al. 2011). Despite its flexibility, GRADE is
mainly responsive to “limitations” that come from study design. Other types
of biases, for instance, when the study design ignores local circumstances and
the socioeconomic specifics of a given study population, cannot be captured
(Luke et al. 2022). Also, GRADE’s point of departure is that randomized types of
evidence are inherently superior, in line with the core assumptions of EBM. Non-
randomized types of evidence are considered, from the outset, to be of poorer qual-
ity than RCTs, the unquestionable “gold standard.” In the words of a WHO official,
what makes GRADE so authoritative is the widespread perception that GRADE is
just an impartial method “supposed to take the arbitrary away.”® While GRADE, like
all systems of evidence production and evaluation, relies on specific assumptions, it
indeed makes these quasi-invisible; in fashioning certain forms of evidence as more
impartial, it makes the adoption of certain methods as just a question of “proce-
dures” and “steps,” which need to be properly followed.

The GRC, which reviews all WHO guidelines, gives traction to the system by veri-
fying that the WHO’s recommendations adhere to GRADE’s methodological rules.
The GRC indeed relies on procedures now highly codified in the WHO Handbook
for Guideline Development (WHO 2014)—partly drafted by some of the founders
of GRADE—which sets all steps that need to be taken when assessing evidence and
translating it into recommendations. In that sense, the GRC acts as a filtering and
policing mechanism, which controls that the WHO uses the GRADE scale to select
and assess which forms of evidence make it to policy. The GRADE system thus es-
tablishes the confidence that the WHO can place in specific studies and how much
emphasis it should give to these findings. However, beyond the central filtering role
of the GRC, GRADE as a methods regime is also enacted through a dispersed web
of epistemic operators and material inscriptions or devices that sustain the regime.

Dispersed: The Epistemic Operators of GRADE
GRADE as a regime operates through its powerful networks of methodologists and
knowledge sites. Beyond the role of the GRC at the WHO, it is enacted by a dis-
persed web of epistemic operators, mainly a myriad of well-established academic
centers and networks across the world, staffed with a new cast of methodologists
who typically have a degree in epidemiology and/or medicine, and who produce
and disseminate the ideas of GRADE. GRADE now has nineteen academic cen-
ters in North America, Europe, and Asia, as well as powerful organizations, such
as the Cochrane network, professional associations, journals, and civil society orga-
nizations, such as the European Stroke Organization or the Robert Koch Institute,
which also act as GRADE partners.’

McMaster University and Cochrane act as the regime’s core knowledge cen-
ters, which produce its knowledge and standardize it through the production of a

o Interview with a WHO former staff member, November 9, 2020.

A list of 110 organizations that have endorsed GRADE or are using it can be found at https://www.
gradeworkinggroup.org/.
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number of derivative products, such as certified GRADE trainings, graduate courses,
and technological devices. As detailed above, McMaster University is the alma mater
of GRADE, and where the GRADE Working Group still has its headquarters. The
Guidelines International Network (GIN), which advertises itself as “the connector
in the guideline world” and claims to be providing the best way to “connect with the
most influential people in the guideline world,” is also located at McMaster Univer-
sity’s Department of Health Research Methods, Evidence and Impact (GIN 2021).
GIN and McMaster have officially partnered to offer the International Guideline
Credentialing & Certification Program (INguide), targeted toward organizations
that develop not only guidelines, but also trainings in guideline development meth-
ods. INGuide is chaired by Holger Schiinemann, co-founder of GRADE, and de-
scribes itself as “the product of a partnership between GIN and world-renowned
experts in guideline research, development, and implementation” (GIN 2021).

Cochrane, a nongovernmental organization created in 1992, also acts as a cen-
tral epistemic operator of the GRADE regime through its dispersed network of
centers. Established to promote epidemiological methods, Cochrane is the largest
global network of organizations that perform and collect systematic reviews. In fact,
most of the WHO guidelines include Cochrane reviews (Cochrane 2022). Cochrane
centers “act as clearing houses for EBM certified information” (Mercer 2008, 412)
and have also developed a complex “science” of systematic reviews, for which it has
adopted the GRADE scale as a method (Cochrane 2022). Cochrane thus acts as a
central operator in promoting GRADE, through its practice of doing systematic re-
views, but also its trainings, handbooks, and publications available via its platforms.
As put by a member of the Grade Working Group:

We try to harmonize guidance within Cochrane and GRADE. The Cochrane hand-
book has entire chapters on how to use GRADE and Cochrane is one of the groups
that helped refine the GRADE approach and it continually does so. Cochrane is a key
partner in the same enterprise.’

There is in fact a strong degree of circularity within the GRADE-Cochrane networks
with several GRADE members holding positions within Cochrane and vice versa.’
Several WHO staff members, in particular the methodologists from the GRC, be-
long to Cochrane’s review groups.“) At the same time, the decentralized mode
of existence of Cochrane, which relies on multiple Cochrane-accredited centers
throughout the globe, makes it possible for GRADE to operate anywhere.

Moreover, GRADE strongly relies on the collaboration of leading journals in the
field of medicine, which play a central role in shaping the production of scientific
research in global health. The jJournal of Clinical Epidemiology, widely perceived as
“belonging” to GRADE, has a series entirely devoted to GRADE, the “GRADE se-
ries” (JCE 2022).!! Members of the GRADE Working Group also hold positions in
the editorial boards of these journals. Gordon Guyatt, co-founder and co-chair of
GRADE, is currently a member of the Journal of Clinical Epidemiology’s editorial board
and participates in the British Medical Journal's Open editorial advisory board (BM]J
Open 2022). Such journals filter what knowledge can be published and endow with
prestige the studies that they accept.

The WHO’s GRC, GRADE’s academic clusters, Cochrane, and its multiple cen-
ters around the world act as the central epistemic operators of GRADE, which not
only produce and stabilize the epistemological assumptions of the regime, but also
perpetuate them by providing standardized trainings and certification programs to
methodologists, who then get hired by the WHO and other organizations. They

8Interview with a GRADE methodologist, April 6, 2020.
9Interview with a GRADE methodologist, October 14, 2020.
10 Interview with a WHO methodologist, October 12, 2020.

1 Interview with a public health scholar, June 1, 2022.
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also entertain a close relationship with high-profile scientific journals, which con-

solidate the dominance of GRADE, as will be examined below. The epistemological

operators of GRADE are, thus, actively “protecting its brand and methodological
»]2

power.

Embedded: The Material Inscriptions of GRADE
GRADE is also sustained through a dense web of material techniques, documents,
and technological devices that diffuse and give the regime’s ideas an autonomous
existence. GRADE is materially inscribed into a plethora of detailed handbooks
and guidelines, certification programs, a standardized “GRADE CV,” and techno-
logical devices such as apps and computer programs. Although one can find alter-
native methodologies for developing clinical guidelines and assessing the quality
of evidence, GRADE dominates bureaucratic life, health journals, and academic
training.13 To begin, the GRADE Working Group has been consolidating GRADE’s
foundational literature, guidelines, and methodology through the production and
diffusion of about seventy publications in scientific journals. These procedures and
publications are easily accessible and can be applied by any practitioner, health
agency, or organization, thus giving the regime a self-sustaining capacity, or a life of
its own. In 2008, members of the GRADE Working Group initiated an introductory
series of articles in the British Medicine Journal, which detailed the system at great
length and gave specific instructions for users. This literature inscribes GRADE and
its epistemological assumptions, while endowing them with further scientificity.
GRADE also has its own courses, trainings, certificates and even a standardized
GRADE CV, to the extent that GRADE has also become a profitable business, as
people are paying some thousands of dollars to get accredited.!* Possessing some
sort of GRADE training has now become a normal expectation and a door opener
to work as a methodologist at the WHO or other health organizations that seek
greater “methodological rigor and transparency” (Sultan et al. 2020). The WHO
Handbook for Guideline Development even explicitly encourages those WHO of-
ficials who perform systematic reviews in-house to have an in-depth knowledge of
GRADE and take their training modules (WHO 2014). As a matter of fact, Mc-
Master offers GRADE online learning modules specifically targeted toward WHO
guideline developers (McMaster University 2022). Recently, authors involved with
GRADE have published a framework designed to “enable guideline-producing or-
ganizations to identify guideline methodologists with the relevant and appropriate
level of knowledge and skills to lead guidelines” (Sultan et al. 2020, 561-62). The
skills required, no need to say, are those set by GRADE. The GRADE CV has itself
become highly standardized. Susan Norris, member of the GRADE Working Group,
has described the main characteristics of a standardized “GRADE CV” in the Journal
of Clinical Epidemiology (Norris et al. 2016), where she explains how to assess method-
ologists’ expertise and dresses up a list of a “set of minimum skills and experience”
for methodologists to claim that they “can do GRADE.” They must have attended
GRADE’s trainings or webinars, read GRADE’s publications, and used GRADE web-
based tools for creating evidence profiles and summary of tables, among others
(Norris et al. 2016, 151). Through its material inscriptions, GRADE operates in
a quasi-autonomous fashion, beyond the role of those individuals who founded
GRADE, and exerts a significant control over the legitimate practices in the field.
Finally, GRADE as a methods regime is embodied into technological objects, such
as GRADE’s MAGICapp, a web-based tool that guides professionals through the
process of writing a guideline, and GRADEpro, a computer program that creates
summaries of tables. A number of health ministries, universities, national research

12 Interview with a public health scholar, June 1, 2022.
" Interviews with WHO methodologists, between October 2020 and December 2020.
1 Interview with a GRADE methodologist, December 18, 2020.
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councils, and institutions including the European Commission and the WHO now
use GRADEpro (GRADEpro 2021). Similarly, the MAGICapp, launched in 2013 and
initially conceived by the members of the GRADE Working Group, was developed to
support the application of GRADE’s methodology. MAGIC, which stands for “mak-
ing GRADE the irresistible choice” (MAGIC 2020a) is solely devoted to “improv-
ing the application or advancing evidence-based medicine and GRADE” (MAGIC
2020b). The nonprofit foundation that sustains the app (also called MAGIC) has
now established partnerships with the British Medical Journal's rapid recommenda-
tion project, Cochrane, and the WHO (MAGIC 2020b). GRADE relies on a dense
and powerful web of operators and material inscriptions, which are strongly tied
to those of EBM, making it difficult for alternative systems to compete, as will be
discussed in greater detail below.

GRADE’s mode of operation is procedural, dispersed, and embedded. For it
to operate at an epistemic level, GRADE filters and polices knowledge produc-
tion through apparently simple “procedures.” This apparent procedurality, together
with the regime’s dense but dispersed networks of epistemic operators, as well as its
multiple material products, from the standardized courses to its technological de-
vices, gives the regime traction, but in a way that is quasi-mechanical. Given these
characteristics, the way the regime delineates the contours of knowledge produc-
tion in global health is hard to notice, but ubiquitous.

The Effects of GRADE on the Politics of Knowledge-Making in Global Health

Methods regimes have significant effects on the way global problems are being gov-
erned. GRADE has worked to the effect of empowering a new cast of methodolo-
gists, seen as more objective and portable across domains, demoting certain forms
of evidence that do not conform with its own methodological criteria of scientificity,
and “clinicalizing” research in medicine and beyond.

The Reconfiguration of Epistemic Authority in Global Health: The Rise of Methods Experts
GRADE has contributed to the reconfiguration of hierarchies in global health gov-
ernance, resulting in what an interviewee calls a drastic “cultural change” in global
health.!®> GRADE has indeed sustained a displacement of epistemic authority away
from the so-called content experts—in general, doctors with experience in their
area of specialization—toward a transnational cast of methods experts, known as
“Graders,” who have come to play a central function in the production of global
health guidelines. As GRADE seems to be “just” a matter of methods, methodolo-
gists were able to fashion themselves as objective, neutral, and also highly mobile ex-
perts. Although their authority faced some contestation, as will be discussed below,
the networks, knowledge centers, journals, and technological devices that support
GRADE and its ideas contributed to the expansion of the authority of GRADE, as
well as that of the regime’s experts, the methodologists.

Within the WHO, the power of the GRC signals the triumph of methods experts
and of “Graders” in particular.!® The GRC is endowed with a high degree of epis-
temic authority, as “there is still this fake idea (within the WHO) that the GRC
is a science lab.”!” Methodologists trained with GRADE, who benefit from the pres-
tige associated with GRADE’s influential academic and knowledge centers and their
training programs, have gained prominence within the WHO and want to impose its
clinical paradigm, no matter the type of intervention examined.'® A WHO official
says that “GRADE members define standards (...) in a few years that if you don’t

" Interview with a WHO methodologist, November 3, 2020.
ll'Intt’:rview with a GRADE methodologist, December 3, 2020.
1 Interview with a WHO staff member, December 3, 2020.

18Intcrvicw with a former WHO staff member, November 9, 2020.
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have this kind of GRADE certifications you will not be able to work as a method-
ologist.”" The WHO is also quasi-systematically resorting to Cochrane, a central
epistemic operator of GRADE, to do its systematic reviews, which have come to be
seen as the new standard. As put by a global health official, the WHO is contracting
out external “Graders,” in order to “plan the scope, the key questions, find someone
to do systematic reviews, make sure that the systematic reviews meet methodologi-
cal standards, help to frame evidence to decision framework, and help the group
formulate recommendations based on the evidence.” As GRADE'’s knowledge
networks have become so dominant, and “Graders” have also largely penetrated
the WHO, the use of methodologists trained with GRADE increasingly appears as
unavoidable.

Unlike content experts, who derive their authority from in-depth knowledge in a
specific area and their experience as physicians, the knowledge of methods experts
focuses on how to follow a technique or apply a specific set of rules. Because of the
seemingly procedural nature of the tasks they perform, they are perceived as ob-
jective and disinterested, in contrast to content experts, portrayed as prone to bias
and conflicts of interests. Thus, methodologists see themselves as “helping content
experts to understand the merits of being transparent, comprehensive and the risk
of minimizing bias.”*! As expressed by a GRC member, “thanks to GRADE, guide-
lines are not based on opinions anymore.”** This illusion of objectivity, no need to
say, is central to the authority of methodologists. In addition, methodologists seem
mobile and easily portable. In contrast to content experts, they are not tied to any
particular field of expertise and can circulate freely across issue areas and organi-
zations. In health and beyond, they are seen as attractive for organizations, as they
can easily transfer their skills across topics, and from one place to the next.?

Some health practitioners see this radical shift as a threat to their well-established
authority and worry that content experts be replaced by “a new cast of experts char-
acterized by absence of formal training, certification and clinical experience in the
subject of guidelines” (Grannis 2009). For a WHO official, “no one wants a gener-
alist telling you how to do a guideline, this is offensive in many ways.”24 According
to another WHO official, “the GRC should become obsolete, it is just delaying the
process.”®® For content experts, the GRC focuses too exclusively on randomized
data while “real-life evidence” and “repeated experiences” stemmin§ from obser-
vations are being dismissed even if they would be highly relevant.?® Thus, some
WHO staff members have contested the GRC by trying to circumvent the standard
review process. Some of them “do not call a document guideline so they do not
have to submit it to the GRC for review.”>” The Strategic Advisory Group of Ex-
perts on Immunization has, for instance, contested the increasing clinicalization of
guideline development and asked for exceptions and adjustments to GRADE. Ac-
cording to a former WHO staff, GRADE did not “do justice to the overall body of
evidence, but only to the study design of the data. Without having clinical data, but
only surveillance data, you see that certain vaccines such as measles work, but ac-
cording to GRADE this real life data would be low quality, and we needed to find
ways of saying this is actually very good data.”®® The immunization expert group

19 Interview with a former WHO methodologist, November 3, 2020.

0 Interview with a former WHO methodologist, November 3, 2020.

o Interview with a former WHO methodologist, November 3, 2020.

= Interview with a WHO former staff member, November 3, 2020.

» Interview with WHO methodologist, October 12, 2020.

2yilnterview with a former WHO methodologist, November 3, 2020.

» Interview with Senior Health Advisor at the WHO, May 23, 2022.

2()Interview with Senior Health Advisor at the WHO, May 23, 2022.

27lmerview with a WHO consultant, October 27, 2020.

= Interview with former staff at the WHO, November 9, 2020; interview with a public health scholar, June 1, 2022.
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was able to make minor adjustments to GRADE, but “we all ended up using it as
a framework because it was over powering everything.” Despite internal tensions,
the perceived objectivity and portability of methodologists, as well as their strong
networks of support—Cochrane and its multiple centers, GRADE’s academic clus-
ters, and the “GRADE journals”—have contributed to the expansion of their epis-
temic authority, within the WHO, which is crucial for the making of global health
recommendations, but also beyond. UpToDate, an online resource for authors and
practitioners, with one of the founders of GRADE as executive editor, has for in-
stance also become a tool used by doctors “to make appropriate care decisions and
drive better outcomes” (Wolters Kluwer 2022). This technical device presents doc-
tors with a synthesis of “the available clinical evidence and best clinical practices”
and in effect gives traction to GRADE and its ideas within the medical community.
On its website, UpToDate claims that “more than 100 research studies demonstrate
that widespread use of UpToDate is associated with improved outcomes and hospi-
tal performance” (Wolters Kluwer 2022). As stated by a public health practitioner
when asked about the possibility for using alternative frameworks within the WHO
or beyond: “GRADE sets the standards, it is the default, if you contest, you still need
to explair;owhy you do not use GRADE, maybe I have just ended up accepting it the
way it is.”™

The Anecdotalization of Qualitative Forms of Evidence

GRADE'’s hierarchization of knowledge makes it possible to work with the assump-
tion that practitioners can rigorously find out “what works,” should they rely on
the right kind of evidence (Bédécarrats et al. 2020). Through its enmeshment with
the WHO’s GRC, its networks, and its embedding into a wide net of material in-
scriptions, the GRADE system has become the dominant way of assessing evidence
in health governance. Health organizations, as well as practitioners worldwide, in-
creasingly use GRADE in order to draft guidelines, design their studies, or assess
the efficacy of competing treatment options before doing a prescription. Crucially
with regard to the making of global health guidelines, the WHO “prioritizes cer-
tain types of evidence,” while those forms of knowledge that do not “rank high”
according to GRADE are seen as at risk of resulting in “prognostic imbalance” and
thus undervalued.?! The power of the GRC and its methodologists within the or-
ganization, and the way GRADE’s technological devices have come to be seen as
useful tools within the WHO, has made this shift possible (GRADEpro 2021). MAG-
ICapp, one of GRADE'’s technological devices, is now used for the development of
health guidelines, for instance, in relation to COVID-19 drug treatments (WHO
2020). The WHO also relies on GRADEpro, a device that “guides through the pro-
cess of guideline development while seamlessly making sure it adheres to the GRADE
methodology” (GRADEpro 2021). Such tools are far from neutral. The UK National
Institute for Health and Care Excellence (NICE) reported that the initial GRADE-
pro software lacked the capacity to evaluate observational studies, forcing staff to
find other ways of presenting such evidence (Thornton et al. 2013).%? According to
a WHO official:

A hard-core grader will see thing black and white. For example in environmental
health, graders can come in, but they do not have twenty years of experience with en-
vironmental data, and they want to impose a grade clinical model on the assessment
on the association between some particle in the air and health outcomes. This does

» Interview with former staff at the WHO, November 9, 2020; interview with a public health scholar, June 1, 2022.
* Interview with global health expert, May 30, 2022.

o Interviews with WHO officials, December 2020.

2 Interview with a GRADE methodologist, December 18, 2020.

€202 Yode|\ L.Z uo Jesn anjisu| eyenpels) easuss) Aq 91 | 1.802/S00PBI0/Z/. L/elonte/sdi/woo dno olwspeose//:sdny wol) papeojumoq



16 The Politics of Evidence-Making in Global Health

not work well. There needs to be a flexibility and step back from dogmatism to work
with content experts and understand their data.®

The hierarchization, from the outset, of qualitative forms of evidence, such as ob-
servations and case reports at the bottom of the evidence scale, is problematic. First,
like other existing research methods, RCTs also embody certain biases. It is obvious
when trials, often with positive outcomes, are funded by biopharmaceutical compa-
nies that omit inconvenient data (Wahlberg and McGoey 2007). However, beyond
this, and even when trials are publicly funded, a number of decisions are taken by
researchers at every stage of any research design. Formulating the research ques-
tion, selecting variables, assembling the sample before it is randomized, conducting
the analysis, and interpreting the results all involve decisions that reflect certain
theoretical presuppositions. To mention only one example, choosing when to end
a trial and when to collect endline data directly affects the nature of the results
and thus the kind of claim that can be made about the effects of a treatment or
any social intervention (Timmermans and Berg 2010; Krauss 2018). Thus, assessing
randomized data as objective and thus inherently superior can result in the omis-
sion of other valuable forms of data. For instance, global recommendations related
to Covid-19 ignored non-randomized data drawn from observation and fieldwork,
considered to be of “low quality.”®* A WHO official explains that a strict adherence
to GRADE has resulted in the undervaluation of ecological evidence, and that, as a
result, “we are having Covid recommendations without this tyg)e of data,” although
it would have been highly relevant for the problem at stake.”> The application of
GRADE’s hierarchies of evidence to the making of COVID recommendations also
resulted in giving strong emphasis to certain forms of data in relation to the efficacy
of drugs, while dismissing others. For instance, the WHO conducted a systemic re-
view of the existing studies on the effectiveness (and side effects) of corticosteroids
for COVID-19. While a large number of observational studies concluded to the lack
of effectiveness of this drug and an increase in side effects reported, the WHO
relied, in an interim guidance document, on the only RCT study available, which
concluded that corticosteroids may reduce mortality in moderate—severe acute res-
piratory distress syndrome, not necessarily COVID related (Ortolani and Pastorello
2020).

Second, while RCTs may be suited to measure the outcomes of a particular in-
tervention, they are of little help when it comes to understanding how complex
phenomena work.?® GRADE does not work well for data about how things work,
and still people “try to force it into that model.”*” For instance, the use of GRADE
in the context of the WHO’s occupational health guidelines “unfairly downgrades
environmental evidence” (Verbeek, Heroux, and van Deventer 2017). This occurs
despite the fact that environmental exposures are inherently complex and inter-
related and, as such, must rely on observational, human, animal, and in vitro mech-
anistic studies (and not only on RCTs of a single chemical) (Bero, Norris, and
Lawrence 2019). Examples of how GRADE has contributed to demote certain forms
of knowledge extend beyond the domain of health. In the field of nutrition, crit-
ics contend that guidelines fail to take full account of available evidence because
they rely on “methods borrowed from other fields” (Bero, Norris, and Lawrence 2019,
emphasis added). The selection and evaluation of evidence for nutrition guidance
are currently being driven by methodological criteria, rather than the questions
that need to be answered. As a result, most of the nutrition guidelines and policy

33 Interview with a former WHO methodologist, November 3, 2020.
o Interview with a WHO consultant, October 27, 2020.

% Interview with a WHO consultant, October 27, 2020.

* Interview with Public Health Scholar, June 1, 2022.

3 Interview with a former WHO methodologist, November 3, 2020.
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statements in the WHO relate to single-nutrient interventions, which can be evalu-
ated through randomized trials (Bero, Norris, and Lawrence 2019). Holding RCTs
as superior to all other forms of evidence, therefore, results in demoting or sim-
ply ignoring forms of evidence that could prove helpful (Rehfuess et al. 2019); it
also absolves professionals from comparing and reconciling results across different
forms of evidence. In addition, RCTs are almost always based on clinical protocols
and universal diagnostic and disease label categories, making it illusory for non-
Western forms of medicine with different conceptions of sickness to “prove” the
worth of their therapies through such trials and get accredited as medicines in the
West (Adams 2002). Although the GRADE Working Group has been reflecting on
its own weaknesses,” with one of its subgroups currently working on the “confi-
dence” that might be granted to findings from qualitative studies, its rationale and
underlying assumptions remain the same.*

The Clinicalization of Academic Research

GRADE relies on a clinical frame, according to which the most important aspect of
an intervention is its efficacy. A medical practitioner explains that “GRADE tells us
that it does not matter how something works, the only thing that matters is that
it works.” Not only does the clinical paradigm embodied into GRADE shapes
the assessment of knowledge in health governance, but it also deeply alters aca-
demic practices in medicine and beyond. Through its embedding into dispersed
objects such as its teaching modules, its vast body of literature, technological de-
vices meant to “help” professionals, and its ties with prestigious scientific journals,
GRADE works to the effect of clinicalizing academic research. For example, if med-
ical students or practitioners want to publish articles related to guideline develop-
ment in some of the most prestigious medical journals, they are encouraged to
adopt GRADE’s methodological criteria. As evoked by one interviewee, entire aca-
demic careers are built on GRADE.*! For instance, the British Medical Journal, one
of the most prominent journals in the medical field, recommends that authors who
include statements on the quality of evidence and strength of a recommendation
use GRADE (BM] 2018). Medical students also turn toward GRADE, which oper-
ates within medical schools not only through GRADE’s teaching modules, but also
through UpToDate, a resource for authors and health practitioners “taught” to stu-
dents, in the hope that they keep using it after completing their education. Clinical
modes of reasoning have become the norm in medicine. According to a practi-
tioner, most medical students get familiarized with the GRADE framework since
their early undergraduate epidemiology classes.*? Although GRADE, as well as the
EBM movement more broadly, initially emerged as a critique, they have now “be-
come mainstream.” As lucidly argued by a member of GRADE:

Before we were the angry young hippies, now we are at the top of the hierarchy, we
have evidence as the excuse. We moved from a movement which was grassroots, we
were trying to force people in power to justify their decisions, and now we are in
power. It happens to all revolutionaries.*?

Clinical modes of reasoning have also extended to other governance domains
such as environment and food and nutrition research, or development economics.
Recently, a special series in Environment International was entirely devoted to reflec-
tion on the use of GRADE in environmental exposures, with the aim of providing

5 Interview with a former WHO staff member, May 24, 2022.
3 Interview with a GRADE methodologist, December 3, 2020.
0 Interview with an expert clinician, October 10, 2020.

' Interview with a public health scholar, June 1, 2022

2 Interview with an expert clinician, October 10, 2020

Interview with a Cochrane staff member, November 24, 2020.
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guidance for the application of the framework for environmental and occupational
decision-making” (Morgan et al. 2019). Similarly, GRADE has contributed to
clinicalize existing academic research in food and nutrition. In 2018, a consor-
tium of nutritionists and researchers called the “Nutritional Recommendations”
(NutriRECS) was launched to promote “trustworthy” systematic reviews based
on GRADE (NutriRECS 2018). The consortium has been actively disseminating
its outputs via open-access publications, training experts in nutritional guideline
development worldwide, and advancing the methodology of systematic reviews in
the field of nutrition more broadly (NutriRECS 2018).

Clinical reasoning and its experimental models have significantly shifted the pol-
itics of knowledge production in a number of domains (Donovan 2018). Despite
being contested by critical health scholars who propose to shift research toward
the development of interventions that recognize both the complexity of localized
realities and the value of iterations between “implementers” and “researchers” in
processes of knowledge generation (Hawe 2015), the model is in fact spreading out
to other domains. In the realm of international development, those interventions
that have been tested following the clinical model are also portrayed as superior.
Banerjee and Duflo, winners of the 2020 Nobel Prize in Economics, argue that “the
cleanest way to answer such questions (about poverty) is to mimic the randomized
trials that are used in medicine to evaluate the effectiveness of new drugs” (Banerjee
and Duflo 2011, 26). Not only has the clinical model largely reshaped what consti-
tutes policy-relevant knowledge but it has also reconfigured the standards of how
research is carried out. Questions that cannot be addressed through the dominant
paradigm come to be seen as “uncomfortable knowledge” (Rayner 2012).

Conclusion

Despite evidence-based policy being fashioned as a rationalization of global gover-
nance, specific epistemological assumptions inform the selection of the evidence
that is taken into account, its hierarchization, and the way it is synthetized and
eventually translated into recommendations. Regardless, such decisions are always
justified through claims of resorting to “the best available evidence,” without ever
making explicit what choices inform the prioritization of different forms of evi-
dence. Thus, we set ourselves to reflect on how the evidence hierarchy upon which
GRADE and its inscriptions are based shapes what is considered as policy-relevant
knowledge in global health and beyond.

Through an exploration of the role of GRADE as a “methods regime,” we have
shed light on the processes that intervene in the making of what serves as the ev-
idence base of global health recommendations. Through the epistemological as-
sumptions concealed behind a seemingly procedural and mechanical functioning,
which looks void of substantial content, the work of a dense network of epistemic
operators, and the effects of its inscriptions and devices, which sustain the regime,
GRADE shapes and polices the making of global health knowledge. The fact that
influential academic clusters, such as MacMaster, knowledge centers, prestigious
journals, and Cochrane, all supported GRADE made it possible for this specific so-
ciomaterial arrangement, the GRADE “methods regime,” to become powerful and
effective. The dominance of GRADE has worked to the effect of empowering a
new cast of methodologists, seen as more objective and portable across domains,
sidelining certain forms of evidence that do not conform with its own methodologi-
cal criteria of scientificity, and “clinicalizing” research in medicine and beyond. The
“procedural” aura of GRADE makes this displacement in epistemic authority, as well
as these knowledge effects, appear natural, thus hiding their political implications
in the governing of global problems.

Our in-depth case study is highly relevant beyond global health. In finance, food
safety, or development economics, methods experts participate in a number of
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expert panels that also “govern” evidence-making processes. They act as quality as-
surance officers, auditors, or risk assessors, who advise organizations on the design
and performance of their evidence gathering or evaluation procedures. The rise of
RCTs, systematic reviews, cost—benefit types of analysis, or meta-analyses that claim
to condense all existing research in a given domain has become new dogma that
prevails in an increasing number of domains (Sending 2015; Kelly and McGoey
2018). In education or economics, researchers are measuring the large n effects of
specific interventions, such as giving micro-credits to people living under a certain
poverty threshold or changing the size of school classrooms to improve educational
objectives. However, the way such epistemological regimes operate and come to
shape and police the production, assessment, and selection of what counts as valid
evidence in global governance fora had so far been largely overlooked. Given that
IOs and other sites of global governance make it their daily business to produce
guidelines, standards, and recommendations, which they claim are based on the
“best” available evidence, it is necessary to understand what is actually meant by
“best.” In shedding light on the political work that determines the making of such
evidence, we get a grasp of how global standards and forms of guidance are be-
ing produced. We also shed light on the way IOs themselves are embedded into
broader sociomaterial arrangements, those networks, knowledge techniques, and
objects, which they embody but also sustain.

These findings are highly relevant to existing research on the politics of knowl-
edge and expertise in IR. We build upon a research agenda that has moved beyond
examining the impact of expert evidence on policy-makers and points instead to
the enmeshment between the scientific and the political in processes of knowledge
production (Sending 2015; Bueger 2018; Littoz-Monnet 2022). By shedding light on
the sociopolitical dimensions of methods regimes and their effects on knowledge-
making and the governing of problems, we shed light on a novel aspect of the pol-
itics of expertise. Methods are central to evaluating certain forms of knowledge as
“expert,” and dismissing others. They are also part of the processes through which
certain forms of expertise become authoritative (Sending 2015), circular, and ex-
clusive (Littoz-Monnet 2022). Shedding light on the role of methods regimes, their
networks, highly codified and mobile procedures, and material devices also rein-
troduces the role of power, resources, and hierarchies into the study of knowledge-
making in global governance, which is key to understanding how certain forms of
arrangements emerge, and become stable, while others do not.
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