Adoption of International Standards and Risk Assessments – Indicative Process Flow Chart
Consider the following questions when you are reviewing or implementing new policies or proposals:
A. Is there evidence that regulation in Australia is world’s best practice, both in terms of
effectiveness and cost/efficiency?

YES

NO
A. Is further benefit likely to be gained from more international engagement?

NO

YES
B. Do relevant standards or assessments exist internationally?
 If no, are there aspects of international regulatory processes that could be adopted e.g.
assessment methodologies?

NO

YES
C. Are the standards or assessments available from credible, trusted sources?
 Is the source a multilateral agency that has had critical engagement from many countries
(preferably including the relevant Australian regulator) in the development of the standards,
assessments or methodologies?
 Is the source an internationally respected single country agency that is generally recognised
for the quality, robustness and transparency of its regulatory processes?

NO

YES
D. Can the Australian Health portfolio regulator establish a formal and robust framework for
cooperation/information sharing with the source of the assessments or standards?

NO

YES
E.

Is the regulatory framework of the potential source of the assessments or standards compatible
with the Australian Health portfolio regulator’s legislative and policy obligations?
 Does it take into account the full range of factors that are prescribed as well as the factors
that are specifically excluded in the relevant Australian legislation and regulations?
 Are there any government policy objectives that need to be considered?
 Is it compatible with the broader Australian legislation, such as administrative law, privacy
legislation and consumer protection law?
 If not fully compatible with Australian frameworks, can the concerns be addressed?

NO

YES
F.

Is the adoption of the international assessments and standards likely to impact positively on the
international reputation of the Australian Health portfolio regulator or more broadly on areas
such as Australia’s trade performance?
 Will acceptance of particular assessments or standards enhance international respect for
Australia’s regulatory outcomes, thereby positively impacting on our:
- ability to influence the development of consensus international standards and
harmonised risk assessment methodology; and
- our trade performance or our ability to negotiate bilateral and multilateral agreements?

NO

YES
G. Will the adoption of international standards or risk assessments reduce regulatory burden
(regulatory costs, waiting times) and still deliver fit-for-purpose and effective regulation?

NO

YES
H. Will the stakeholders view the adoption of the international standard or risk assessment
positively?

NO

YES
Consider ADOPTION of the
international standards or risk
assessments.

Consider PARTIAL ADOPTION of the
regulatory process, e.g. risk assessment
methodologies.

Adoption of international standards
or risk assessments is NOT
recommended.

For further information please contact the Best Practice Regulation Branch as best practice regulation requirements may apply.

