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Core Elements of Regulatory Excellence*

Regulatory
Excellence

I

Integrity Engagement Competence
Commitment to serving the Demonstrating transparency and Delivery of outcomes that
public interest, respecting the respect to the public, regulated maximize public value and actions
law and with working legislators entities, and other stakeholders taken to achieve high performance

*The Alberta Model for Regulatory Excellence, April 2016



Regulatory Excellence in Action — Good Regulatory Practice”
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02
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Flexibility

Oversight should be flexible to
respond to the environment

Legality @

Regulatory systems must have
a sound legal basis 01 Empower
authorities to

contribute to
international

Requires a cooperation
culture of

openness
supported by

policy

&

Applied
consistently &
predictably

Consistency

Regulations must be consistent
with government policy and law

Free from
improper and
undue

influence

Clarity

Requirements should be
accessible and understood

Independence Good o

Operate in an independent and Seek the least Reg ulato ry Decisions

authoritative manner burdensome ] should be free
path for Practice of conflict

Efficiency

Achieve results within required
time at reasonable cost

products @

08

Impartiality

All regulated entities are treated Consistent Oversight
the same and without bias with Zgggg i?/gt be
'r:g?rrnn Satlonal Sufficient to
respond to
needs and

Proportionality

Oversight and decisions should
be proportional to the risk

Transparency

Essential for building public trust
and international cooperation

emergencies

%
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*WHO Expert Committee on Specifications for Pharmaceutical Preparations, Annex 11 — Good regulatory practices in the regulation of medical products

06

07

08

09



Assessing Regulatory Excellence — A few considerations

Timely Access

Are patients
receiving timely
access to safe and
effecitve devices?

Efficient Use of
Resources

Are globally
recognized
guidances and
standards adopted?

Least
Burdensome

Are requirements
duplicative or
unreasonably
burdensome?

Build
Competencies

Are staff trained on
new technologies and
regulatory science
methodologies?
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