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Abstract

Calls for evidence-based health policy have gathered force as an extension of the movement for evidence-based medicine.
In clinical medicine, major investment has been made in efforts to systematize the collection and analysis of data and
distinguish effective interventions from those that are less likely to work. In contrast, there is little consensus on what data
are needed and what research methods are suitable and acceptable to produce a robust evidence base for social policy in the
health sector. Evidence gathering for health policy must synthesize diverse sources, recognize the extent to which context
influences policy outcomes, accommodate potentially conflicting interests and be flexible enough to respond to the time
and resources pressures that are at play. Despite the challenges, there is scope for the development of a methodology that
can draw on a wide range of evidence sources while retaining sufficient scientific rigor. These sources should extend from
data generated using causal methods (randomized controlled trials) to information that can shed light on the many
contextual and political issues that are also pertinent to health policy decision making.
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‘Both thinking and facts are changeable, if only because changes in thinking manifest themselves in changed facts.
Conversely, fundamentally new facts can be discovered only through new thinking [,

1 Introduction

In 1863, President Abraham Lincoln established the National Academy of Sciences to get advice on technical matters from
the leading thinkers in the United States (2. This early attempt to strengthen the influence of scientific research on decision
making marked the beginnings of an interest in evidence based policy as a reaction to decision making driven entirely by
conviction.
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Since then, the pursuit of evidence-based medicine which uses scientific methods, particularly from the field of
epidemiology, in decisions for the care of individual patients has transformed clinical practice in medicine.

Today, calls for an equivalent transformation to achieve evidence-based health policy dominate international, national,
and regional health meeting agendas and the term “evidence of effectiveness” has become a central part of health policy
dialogue. Moreover, national health plans in many countries cite evidence of program effectiveness as requisite for
considering interventions to meet national health goals. However, in the shift from an individual-clinical to a
population-policy level, the decision-making context becomes more uncertain, variable and complex !,

2 Evidence for clinical practise decisions versus evidence for
policy making

2.1 Evidence for clinical practice

In clinical medicine, the diversity of sources and quantity of available data has grown exponentially along with the
expansion of information technologies and an emphasis on the need for cost-effectiveness. Methods for synthesis of
research information have been developed to accommodate the quantity and complexity of the information now available
for guiding clinical practice decisions . Large bodies of research information are assimilated using systematic reviews
that apply “strategies that limit bias in the systematic assembly, critical appraisal, and synthesis of all relevant studies on a
specific topic” P\, The Cochrane Collaboration and the U.S. Preventive Services Task Force are among several groups that
have systematized evidence-based approaches. These efforts have been designed to distinguish effective interventions
from those that are less likely to work and to highlight voids in knowledge.

However, the traditional hierarchy that places information from systematic reviews of randomized controlled trials at the
pinnacle has been criticized for being too narrow and the supremacy of the randomized controlled trial as a research design
is increasingly challenged ). Inherent methodological issues that contribute to limited applicability in clinical situations
have been exposed, particularly by proponents of “personalized medicine” %, Evidence that demonstrates unwarranted
variation in outcomes from the same proven clinical interventions delivered to similar patients adds weight to the
argument that other considerations including process, quality, and the psychological and social aspects of illness as well as
the preferences of patients all play a role alongside clinical efficacy ™.

Many commentators argue for the value of individual clinical judgment and patient preferences and challenge the received
[6, 12-14]

wisdom that the best evidence is necessarily either objective or clinical .

Wayne Jonas proposes replacing the evidence hierarchy for clinical decision making with an “evidence house” that can
also accommodate information about the relevance of medicine for patients, broader contextual realities, or the
generalizability of an intervention in health systems. This model affords greater accessibility to a wider range of
information and also assigns value to types of qualitative and non-causal data that have traditionally been held in lower
regard6. As such, this more expansive approach to evidence gathering begins to address the needs of those who have to
shape population level, rather than patient level, policy decisions and may have to integrate experience, judgment and
expertise with the best available external evidence from systematic research 131,

2.2 Evidence for health policy

At the theoretical level, debate around issues of knowledge creation is long-running and wide-ranging. Some philosophers
have questioned whether evidence sufficient for knowledge can necessarily be considered truth %1, Others have explored
the ways that power and ideology may play out in the production, selection and interpretation of evidence [ € %7,
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Socio-political processes often influence the priorities agenda and historical and cultural values can shape currently
acceptable theories and paradigms.

At a practical level, those responsible for social policy, specifically health policy, need to take into consideration many
forms of evidence other than scientific research on clinical effectiveness. As well as published research findings, the
opinions values and preferences of those who will either feel the impact of the intervention or play a role in
implementation are also relevant to decision making. To these ends, some mechanisms for bringing rigor to the evidence
provided through expert opinion have been developed. The Delphi Method and the Nominal Group Technique are two
structured communication techniques used in health policy development 8!, They do not, however, offer a methodology
for incorporating the findings from the consultation process with other types of evidence.

Similarly, while the “evidence house” promotes a more inclusive base, the model does not propose a method for
synthesizing the different sources of evidence in any systematic manner .

As of today, an understanding of how scientific evidence interacts and contributes to the many other sources of knowledge
for decision making has not been adequately explicated.

3 Evidence for health policy — the current state of the art

Health policy still lacks a commonly accepted and robust method for information synthesis. Research evidence, especially
from the social world, is unlikely to be sufficiently clear-cut and unambiguous to be translated directly into policy. It
cannot be assumed that existing knowledge is available when a decision is to be made; that the relevant policy maker is
able to access and understand it; or that all other factors shaping the policy process can be held constant while evidence is
located.

Moreover, policy decisions are often political or ideological as well as scientific in nature and thus cannot be tackled as
directly and comprehensively by research as can questions pertaining to clinical medicine. Data are open to multiple
interpretations, which are shaped by the personal and professional values of the interpreter and by the social contexts
within which research findings are to be applied.

When it comes to making immediate policy decisions, a range of criteria are often relevant including budgetary constraints
and competing claims on resources, experiential knowledge and national and local policy guidance. A balance is sought
between different interests and the influence that evidence has on policy decisions is inevitably mediated by the judgment
of the policy makers and the context in which they are operating.

The words of William Gorham %, describing why a major North American social science initiative in the mid-1960s had
“failed” to produce the expected impact on policy and social life, illuminate this point well. “No amount of analysis is
going to tell us whether the nation benefits more from sending a slum child to preschool, providing healthcare for an old
man or enabling a disabled housewife to resume her normal activities. The grand decisions—how much health; how much
education; how much welfare and which groups of the population shall benefit—are questions of value judgments and
politics”.

In general terms, for a given health policy intervention—whatever the subject — studies evaluating its effectiveness are
identified, collected, and assessed in terms of their quality " 22, The main effects of the intervention are summarized,
intervention characteristics that influenced effectiveness are described, barriers to implementation and unintended
consequences of the interventions are detailed, and costs are estimated where data is available. Then, depending on the
availability and strength of the evidence, a recommendation is made for or against an intervention, or it is determined that
the evidence is insufficient to draw a conclusion %22,
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However, most of the evidence available on health policy interventions does not directly analyze the correlation between a
given intervention and the direct impact on a specific outcome. This is usually because of the complexity of the context
and the presence of other confounding and interacting factors that can impact the final outcomes ®. The impact of
interventions on outcomes is not the only gap in evidence. To make things more difficult, interventions shown to work in
specific settings or with individuals or small groups may prove difficult to evaluate when implemented on a broader
community scale when more complex processes of social change must be taken into account 41, In the health sector some
argue that there is a tendency to generate policy interventions that are informed by a universal perspective ! and
normative constructs will often supplant local knowledge and deny the complexity of practical realities ?*!. Moreover,
interventions found to be highly effective at one point in time may be less effective at a later date if the conditions that
contributed to their effectiveness have changed. Likewise, the feasibility of implementing interventions may change over
time. Finally, endpoints for determining program success may change. As years accrue to allow evaluation of more distal
outcomes (e.g. morbidity and mortality), earlier intermediate outcomes may no longer be the yardstick for judging
intervention success.

In low income countries in particular, policy decisions are being made in the context of extreme resource limitations and
must take into account a wide gap between needs and resources, expectations and performance %,

Often, information on context—culture, local norms, history, resources, and constraints— as well as the validity of the
data in different environments and transferability of the results, especially impact, requires collection of new data that may
be either quantitative or qualitative. In addition, implementation of evidence-based programs often results in a tension
between fidelity (maintaining the original program design) and re-invention (changes needed for replication in a new
setting). Increasingly, participatory processes are being used with evidence-based efforts to understand local context while
maintaining some degree of fidelity *), applying program-planning frameworks, engaging the community in decision
making, conducting sound evaluations, and disseminating what is learned.

Finally, health policy should not only focus on the content of reform, but also pay attention to the actors involved in policy
reform (at the international, national and sub-national levels), the processes contingent on developing and implementing
change and the context within which policy is developed .

In view of the multiplicity and complexity of knowledge types and sources that are relevant, health policy makers wishing
to ensure that decisions are supported by evidence need to access research that combines many studies and sources with
different methods and results to identify consistencies in a set of findings 22,

Research synthesis is therefore widely used to inform decision making at global and national level.

However, we still lack an agreed and standardized method for such synthesis. With no recognized framework for assigning
value to different data or systematizing the incorporation of diverse sources and considerations, attempts to apply
evidence-based decision making to health policy development can often resort to an ad hoc assimilation of information
that is necessary but is not sufficient. For those bearing responsibility for policy decisions, a synthesis approach to
evidence creation cannot provide the security and protection that is available for those who can cite the evidence produced
by more traditional methods such as systematic review or randomized controlled trials to support clinical decisions.

4 A methodology for synthesizing sources, factoring in

context and balancing interests

How can evidence-based decision making for health policy be best achieved in the light of incomplete scientific data,
multiple additional sources of information and recognizing the influence of other pressures? It is unrealistic to demand that
every decision be based on robust scientific evidence from systematic reviews when we know we are far from having all
the information we need and that many other factors are also at play in developing sound policy.
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For this, we need to apply an innovative approach that can blend, weigh and synthesize all available information: research;
assessment data on the magnitude of the problem; appraisal of the effects of the problem; epidemiologic data on
determinants; stakeholder opinion on the nature of the problem and acceptable solutions; existing practices and traditions;
less robust yet promising intervention evaluations; program options within budgetary constraints; legal considerations;
regulatory frameworks; the political will to address the issues >*2 ; and finally the clinical, public health, social, and

development consequences of not taking such a decision.

Interspersing data gathering with consultation among stakeholders is common practice for national governments and
international organizations alike, and many organizations have developed their own rigorous practices and standards for
ensuring that research evidence is reviewed and discussed by a wide range of individuals as part of the process of policy
development ?2. Nevertheless, in the health policy arena the part played by expert judgment and the influence of
stakeholder opinion, values and preferences generally functions as a discreet political process that mediates between
research findings and final policy decisions or guidelines (often disrupting the integrity of the scientific evidence) 2.
Sources beyond the published scientific literature are perceived as ideology, or as pragmatism; not as evidence. A new
model must seek to systematize the collection of such contextual knowledge and incorporate these contributions into the
evidence base in as scientific a manner as possible.

To these ends we propose a model for the production of evidence for health policy (Figure 1).The model strives to ensure
an inclusive base for health policy making by adopting an expansive technique that can accommodate a wide range of
sources, including those that elicit opinions values and preferences, but applies a systematic approach to the collection and
incorporation of these less “scientific” sources. Thus the funnel narrows and expands in a linear series of data gathering
surges that are synthesized and then further expanded and enriched as the process continues.

for the health polic

“evidencegathered

divergencesand gaps

}

" health policy

Figure 1. Model for the production of evidence for health policy

The proposed model is generic and needs further refinement and experimentation. It has the disadvantage of being a
resource-intensive approach to evidence production due to the large number of people that must be involved and
consulted. On the other hand, the dynamic nature of the model means the time from identification of the need for evidence
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to the production of a sufficiently robust evidence base on which to base policy discussions need not be as great as that
needed for the production of data through other research techniques such as controlled trials. In this model, the policy
discussion thus does not start as a separate activity at the end but is built in as part of a vibrant and evolving process and
thus the evidence produced is more useful and relevant to policy making.

5 Conclusion

An accepted framework that can encompass a wider range of relevant sources in a manner that is nevertheless systematic
could help advance the evolution of appropriate and robust quantitative and qualitative research methods which depart
from those that are used for the evaluation of clinical actions. In particular, it could assist understanding of how to evaluate
the impact of interventions in the context of complex environments and with time-changing indicators and advance the
cause of improvements in the conceptualization and operationalization of implementation science. The integration of
expert judgment and of stakeholder opinions, values and preferences in a systematic manner will help to ensure that
evaluation of program effectiveness takes into consideration the context in which the intervention is implemented and the
various confounding factors.
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