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BACKGROUND

Regulatory Modernization

o With rapidly advancing biotechnological therapies, unresolved uncertainties about
safety & risk proliferate

e |nternational regulatory trends lean towards public participation in technology
governance!

e This Is particularly true of regulatory systems designed to protect citizens from
high-profile risks, where lives are at stake and trust in the regulatory system is
compromised

e Regulatory policy makers are advancing modernization to reduce both technological
and political risks

Modernization is a process to ‘keep pace’ with political neighbours
using harmonizing tools, 1.e. Memoranda of Understanding, trade
agreements, accords, and other means of operating at a suprastate
level.

Scientific knowledge is the principal tool for evidence-based decision-
making. Innovation and economic growth become essential ‘goods’
produced in this process

Legitimate Governance Our government is expected to actively en-
gage citizens as a symbol of good governance, of the state’s capac-
ity for the “social distribution of expertise”?

Making Sense of Risks & Regulatory Needs

There Is Incomplete understanding of on-the-ground regulatory practices

e Regulators, industry, clinicians, expert advisors, and citizens are engaged in daily risk
governance through sector-specific practices to make sense of risk issues

e Given the stakeholders differing epistemological positions, these practices can lead
to contests over meaning and significance

e A prominent site of contest is the determination of evidence.® Different actors may
entertain different perceptions of what is and is not appropriate evidence for regula-
tory decision-making

e QOur research explores this tension and suggests a way to build an evidence base that
IS capable of responding to both perceived and objective risk

OBJECTIVES

e To critically examine the question of evidence in risk regulation regimes

e To contribute to regulatory best practices through this critique

e To address an under-theorized area: empirical studies of risk regulation

METHODS

e An in-depth ethnographic study of regulation-in-action at Health Canada’s Health
Products and Food Branch (HPFB)

e Use of techniques of ethnographic observation (participant observation, shadowing,
document analysis, and interviewing) to follow HPFB regulatory scientists and policy
analysts

o Application of actor-network theory* and the science studies literature to our ethno-
graphic data

RESULTS

e We observed both the scientific activities surrounding therapeutic product assess-
ment and a series of policy initiatives in line with regulatory modernization designed
to protect the objective scientific accounting of risk and to bring in risk perceptions
(and tolerances) into the regulatory equation

Regulatory Modernization at Health Canada
e Therapeutic Access Strategy (2003)

e Natural Health Products Regulations (2003)
e Smart Regulations (2005)

e Public Involvement Framework (2005)
e Blueprint for Renewal (2006)

e Policy on Public Input (2007)

e Strategic Plan (2007)

o Progressive Licensing Framework (2008)

e The following features of the existing policy frameworks are noteworthy:
e Accountability — responsibility for the consequences of decisions
e Openness — willingness to consider input from independent and public sources
e Transparency — making available information about decisions

e Flexibility — recognizing that a ‘one size fits all’ approach to regulatory decisions
IS not always appropriate>

e Drawing from our data and the science studies literature, we suggest an approach to
a modernized regulatory framework which can account for both the need to scientifi-
cally and objectively assess risk through measures of safety, efficacy and quality; and
the need to structure in perceptions of risk as important, valid contributions to the
evidence base

The Features of our Symmetrical Evidence-based
Approach

Accountability through both independent scientific assessment and constructive
realism.

e Objectivity (along with value-neutrality) is a defendable aspiration of expert systems
of scientific advice supporting regulatory frameworks; its intent of rigorous applica-
tion of sound science and methods is a necessary aim

e The independence (value neutrality) in which objectivity claims are associated are
widely critiqued®

e The consequence is that the legitimacy of scientific knowledge as the primary author-
Ity for policy advice is questioned along with the legitimacy of the policy decision

How would constructivist realist accountability look in practice?
Consider, for example, the accumulation of pathological and social behavioural facts
which mark a neuro-social degenerative condition such as Alzheimer’s disease. The
decision as to which particular constellation of symptoms and signs become opera-
tionalized for that clinical diagnosis, however, Is based on a wide spectrum of clinical
and socilal-behavioural information. The expectations, beliefs and interests of family
members as well as the clinicians can affect the telling and interpretation of that in-
formation. Seniors with preserved higher level social skills can stave off early diagno-
sis of dementia longer — the social synergistically compensates for the pathological to
some extent.’” Political, social and patho-physiology are all factors effecting nosologi-
cal flexibility.® Building both clinical outcomes and regulatory mechanisms to accom-
modate these varying data sources necessarily involves constructivist and positivist
analyses.”

Openness, not just transparency.

e Transparency is about provision of detailed information through one-way
communication

e Transparency may be seen as a photo-op for deliberative democracy in a political cli-
mate of gag orders, as a way of overloading pressure groups seeking information on
opaque policy processes

 Transparency devolves responsibility onto citizens without giving them real opportu-
nities to contribute to decisions

e Openness is two-way; information is exchanged and dialogically engaged with be-
tween actors

How would openness look in practice?
“Openness is inviting, hearing, considering, and sharing information in the conduct
of the Health Product and Food Branch’s business.”!°

DETERMINING EVIDENCE IN THE
ASSESSMENT OF HEALTH PRODUCT RISK

Reflexivity, not Flexibility.
e Flexibility is a feature of ‘smart’ risk regulation regimes!!

o Reflexivity instead recognizes and builds a dialogue between conflicting systems
of knowledge (e.g. experts, experienced and concerned citizens). Conflicting expert
advice leaves decision-makers with the task of determining which expert advice to
follow

What does reflexivity mean for a symmetrical evidence base?

1. Reflexivity recognizes that not all types of evidence are assessed in the same way.
Standardization is an essential part of the process. The dilemma of regulation
Is that standardization — seen as a way to ensure both fairness and rigour — often
accomplishes just the opposite. Regulators need to be prepared to enact flexibil-
Ity, not through a predetermined kit of approaches from which they can draw ‘the
perfect tool’, but rather, by assessing each case according to the best way to deal
with It.

2. Reflexivity requires vigilance by regulators regarding methods and outcome. If
regulatory scientists and policy advisors discuss a ‘risky’ (uncertain/potentially
contentious) product together, they should be able to identify common questions
and approaches to answer them. Note: this process should not be a systematic
wearing down of evaluators’ queries by industry-sponsored scientific teams. Reg-
ulators need to define what outcomes are appropriate, and sponsors must meet
those outcomes. The decision on acceptable outcomes should not be a negotiated
benchmark between sponsor and regulator, but a carefully determined outcome
from several expert (independent and non-conflicted) sources.

CONCLUSIONS

Our analysis suggests that HPFB modernizing strategies will allow for the identification
and incorporation of different epistemologies into the evidence base. If these different
types of knowledge are approached in a transformative symmetrical evidence-based
manner, the evidence base itself would be wider in scope and more robust where uncer-
tainty precludes easy decisions.

A symmetrical approach to regulatory decision-making that provides a platform to hear
and assess multiple epistemologies, would begin to address the decline in trust of regu-
latory decisions brought about by highly publicized product withdrawals and exacerbat-
ed by the close relationship between regulator and industry, and by the preponderance
of Industry sponsored evidence.

We see symmetrical approaches to evidence as contributing to a larger regulatory vision
— one which recognizes the need for interaction between several forms of knowledge, re-
flexive critique, and open dialogue.

The figure below illustrates our symmetrical approach to evidence. It takes into account
the processes by which socio-technical evidence is co-produced, legitimized and con-
sidered (or not) in regulatory decisions. We suggest this approach is a timely and use-
ful conceptual vehicle through which to deconstruct and understand the various layers
of evidence that involve both legitimacy and accountability in evidence-based decision-
making.

A symmetrical approach to socio-technical evidence iIn accountable regulatory
systems
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A symmetrical approach bridges realists and constructivists towards a common and
hopefully transcendent acknowledgement that “what Is so crucial in accounting proper
to constructivism Is to be able to differentiate good and bad construction-and not be
struck forever in the absurd choice: is it or is it not constructed?”!?
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