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Part @nRe:
e Elements; of Precaution

What Makes a Regulatory Secheme
Precautionary?




Uncertainty of Knowledge Forces
LS to be Precautionary.

s [he ideal case ofi regulation — science provides
reliable assessment of harms and benefits
m \We can then make a rational choice about what

values we are willing| te trade off for others (e.g.,
nealth vs. economic benefits) or what measures will

Insure there Is noe risk to certain values
n In the real werld), regulatery: science rarely
provides this kind of certainty.

s Uncertainties of various kinds are endemic to risk
assessment

s Regulators often have to decide before there is time
(or resources) to reduce these uncertainties.




Implications of Deciding Under
Uncertainty

m | he assessment of risks and benefits could turn
out to be erroneous.

s | you turn eut te be wreng, Yeur course of
action willf sacrifice moere of the one than the
Other.

a |t IS the classic scientific decision between Type
| and Type |l errors.
= I court, Is It better to wrongly convict the innocent
or wrongly acquit the guilty?

= In regulating new drugs, Is it better to wrongly forego
the health benefits of the product or wrongly subject
patients to greater harms than anticipated?




The Point:

s Every regulatory decision under uncertainty will
e precautionary about some of the conflicting
values and noen-precautionary about others.

= [he guestionis: which values, deserve
precautionary. treatment?
= [he Intended health, econemic, social benefits?
m [he unintended health, econemic, social risks?

= Primary Question: Te whichi set of values shoeuld
a regulatory agency (e.g., Health Canada, CFIA,
Environment) give priority ofi protection?




1. Scientific Elements of
Precautionary. Regulation

s Getting the best science poessible to reduce the
Uncertainties as far as possible,

m especially with respect to the risks (the science
supporting the benefits I1s generally: better)

m [[he idea that precaution IS ‘anti-scientific’ is seriously.
Erroneous

= Assigning burden of proof (proofi ofi safety or
risk)

= Assigning standard of proof (95% confidence,
weight of evidence, prima facie case, etc.)




2. Extra-Scientific Elements of
Precaution (Risk Management)

= Assigning the appropriate safety standard
n Risk/Benefit
m Cost Effectiveness
m ALARA

m [hreshold standards (ADI, NOAEL, ‘Natural
Background’, etc.)

m Presumed or Actual Acceptance
m ‘Zero Risk’

= [his list runs roughly from least to most
precautionary




Palrt I e:
e Elements off Smait

Regulauoen




The Prnmary Aims of ‘Smaurt
Regulation

“Our recommendations are aimed at
moedernizing the regulatory system to
more effiectively provide a high level ofi
proetection te Canadians, promete the
transition te sustainable development and
fester an econemic climate that promotes

Innovation and Investment.”

-The External Advisory Committee on Smart
Regulation (EACSR)




Basic Principles of Smart
Regulation (EACSR)

EFFECTIVENESS — Regulation must achieve its intended
policy objectives and must advance national priorities.

COST-EFFICIENCY — Regulatory analytical requirements,
measures and enforcement should be commensurate
with the risks and problems involved.

TIMELINESS — Regulatory decisions must be provided in
a manner that reflects the pace at which new knowledge
develops, consumer needs evolve and business now
operates.

TRANSPARENCY — Accessible and open to the public

ACCOUNTABILITY AND PERFORMANCE — Regulators
must account for their performance.




What Will “Smart Regulation’
Change? (EACSR)

m Coordinate Federal & Provincial Regulation

s Harmonize and Share Regulation w/
Trading Partners

s Viake Regulatery: Processes Viore Cost-

Effiective and Timely.

s Change the Risk Management Framewerk
m Prioritization
m Science Based Risk Assessments
s Adopt “Precautionary Approach”




Part lfnree:
e fensions; Between
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“Effective Advancement of National
Priorities”

m [his depends upon how: national priorities
are defined — about which natienal values
will the regulatoery: system; be
precautionany?

m Unintended! harms to health/environment?

= Econemic, commercial, technological growih
and Innovation?

s [he EACSR report argues that it Is
possible to have both.




Cost-Efficiency

n Cost-efficiency means getting the most

\/cl

ue at the least cost
Here again, the guestion Is, which value will

9e seught at the least cost?

n [T the value IS premotien of technoloegical
Innevation, then this means cutting the
regulatory’ requirements and facilitating
Innovation’




“Timeliness”

= [his Is a major ebjective of Smart Regulation —
10 reduce the time It takes for an Innevatoer to
get a product threugh the regulatery process.

= \Whichi of the competing values Is being given
priority: by this prnciple?

m s timeliness consistent with the requirement that
sufificient science be done to reduce uncertainty to
the minimum with respect to health and
envirenmental values?

m |s timeliness consistent with a high standard of proof
(of safety)?




Harmoenization & Co-ordination with
Trading Partners

= [he obvious guestions:

m Does harmonization of regulatery practices
reguire lewering of precautionary standards?

m Does acceptance of trading partners’

regulatory approvals invelve an acceptance: of
loWer precautionary: standaras?

m [hese guestions can e answered only: by,
loeking at the trading partners whose
regulatory approvals we accept — What
are their value priorities?




Of What VValue are Commitments to
‘Science-Based Risk Assessment’?

x Usua
attac
healt

ly: these commitments are veiled
KS' 0N gIViNg| precautienary: priority: te

1 and environmental values.

s Don't restrict preduct apprevali unless you

ave a strong scientific pPasis fier doing So.:

ml.e.

, Glve the burden ofi proof to those wWho

allege risk, demand a high scientific standara

of proof, and use a liberall safety standard.

m [his approach is NOT precautionary with
respect to health and environmental risks.




What Would it Take to Make Regulation
poth Smart & Precautionany?

Commitment ofi the resources that permit full
scientific assessment of risks in the shortest
pPeriod off time.

m Who shoeuld bear the costs — Industry or govermment?
I the later, will it promote technology Innovatien amnd
transfer?

Develepment and implementation ofi new,
cutting-edge diagnostic teols for risk
assessment? Who will pay?

Maintenance of precautionary standards of
safety — which will exclude more products.




IS Smart Reguiation Likely
e Vieet Tiese
RequUiemenis?

What do youl think?




