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Dear Mr. Bounds, dear Mr. Malyshev, dear Mr. Konvitz,
Thank you for your letter inviting our comments on the Draft OECD
Recommendation on Regulatory Policy and Governance.
On behalf of the Group of Experts on Risk Management in Regulatory Systems
(UNECE GRM http://live.unece.org/trade/wp6/riskmanagement.html), established within the
United Nations Economic Commission for Europe Working Party on Regulatory
Cooperation

and

Standardization

http://live.unece.org/trade/wp6/welcome.html),

Policies

(UNECE

WP.6

we would like to provide some comments

regarding the Draft, in particular on its Risk and Regulation part.
We fully support the recommendation which highlights the role of risk
management tools in the regulatory work. In our view, it embraces the major aspects of
risk management in regulatory systems. The implementation of this recommendation
would increase the level of risk management proficiency of regulatory stakeholders and
thus lead to better and more convergent regulatory policies. This, in turn, will contribute
to achieving the objectives of both OECD and UNECE.
Also, as requested, we would like to express our views on the specifics of the text, as
follows:
1. The appropriate scope for guidance on risk management methodologies
could be made broader than it is described in the current version of the draft. As it
is said, regulation is often developed as a measure to respond to a perceived risk.
It would be beneficial for all parties involved, if regulators could refer to a
recommendation that states that governments must implement risk management
process that would systematically result in timely and full risk identification. This
should be a “stand-alone” process, which can or as well cannot initiate
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development of a regulation, being a process of a „higher level‟. From a risk
management point of view, developing a regulation is only one possible outcome
of a more general risk management process that runs through a regulatory system.
2. Also, it would be helpful if the recommendation provided some information on
benchmarks that can be used to assess the quality of the risk management process.
3. „Risk-based‟ collaboration among regulators and organizations responsible for
“pre” and “post” market control is crucial for efficient management of risks in
regulatory systems. For example, market surveillance, as a form of post-market
control, not only helps to ensure compliance with regulations that were set out to
mitigate respective risks, but also provides important information on new risks.
The role of conformity assessment bodies performing pre-market control in this
regard is similar and not less important. We believe that risk-management roles of
these stakeholders should be clearly specified in the recommendation; and their
collaboration in the risk management process be supported.
4. The description of functions of the risk management process should:
a. Include „the full risk management cycle‟, e.g. “contingency management”
function, since it is an important function of any risk management system;
b. Provide more details on available risk management strategies (risk
tolerance, sharing, etc.);
c. Be aligned with terminology and approaches of international risk
management standards, such as, e.g. ISO 31000.
d. Specify which regulatory stakeholders participate in performing each of
the functions of the risk management process, since risk-based
communication among regulatory stakeholders is a prerequisite for
effective risk management and for developing balanced and targeted
regulations.
5. Another important issue raised in the recommendation is the responsibility for
“developing risk management guidance”. Within a government, there should be
a unit in place responsible for the alignment of risk management methodologies
applied by various regulators. Also, the government should establish a mechanism
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to implement the guidelines, to evaluate their effectiveness (with participation of
all the stakeholders) and to take appropriate measures to improve the guidelines.
6. To answer the question regarding managing systemic risk, a government needs in
the first place to define what is a systemic risk within any given regulatory
system, and to assign responsibility for the management of systemic risks.
International regulatory cooperation in this domain should be reinforced.
7. We believe that in the phrase “Governments should develop guidance on the
methodologies for risk assessment, management and communication concerning
the use of regulation to achieve public and environmental protection”, “public and
environmental protection” should be replaced with “regulatory objectives
(including environmental, consumer protection, etc.) without hampering
economic development and trade”.
One approach for building regulatory systems based on the risk management process
is described in the draft of the UNECE WP.6 recommendation “Risk Management in
Regulatory Systems”, which you can find attached. We believe that considering this
document in finalizing OECD recommendation, as a reference or as additional source of
insight, would allow OECD to address all the comments specified above and to broaden
the recommendation leading to a better understanding of the role of risk management by
regulatory stakeholders. At the same time, it will help OECD to provide its clients with a
practical tool to successfully implement systemic risk management in their regulatory
systems.
We would also like to especially support the recommendation 12 on international
regulatory cooperation. UNECE WP.6 developed and implements Recommendation “L”,
which describes international model which sets out practical tools for promoting
convergence in technical regulations. This recommendation is applied in several areas
including earth-moving machinery, telecom, equipment used in explosive environments,
and others. Other sectors of priority for regulatory cooperation have been identified by the
GRM as follows: toys, medical equipment, and cosmetics.
We would be happy to provide you with any additional information on the comments
and views presented above, and also on the work of the UNECE Group of Experts on
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Risk Management in Regulatory Systems. Should it be more efficient to set up a webinar
to discuss the recommendation, please let us know and we will be happy to do so.
Sincerely,

Lorenza Jachia

Valentin Nikonov, PhD,

Secretary of the Working Party on

Coordinator,

Regulatory Cooperation and Standardization Policies

Management in Regulatory Systems

& Head of Unit, Regulatory Cooperation

Donald Macrae,
Coordinator, Group of Experts on Risk
Management in Regulatory Systems

Group

of

Experts

on

Risk
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Attachment
Draft of the General Recommendation “Risk Management in Regulatory
System”
The Working Party on Regulatory Cooperation and Standardization policies,
• Recognizing that mitigating risks that may affect society and hamper economic
development is an important goal for policy-making,
• Stressing that risk-management tools are essential to enhancing the efficiency of
regulatory action and of regulatory systems,
• Taking into account international standards related to risk management, such as ISO
31000:2009, ISO 9001:2008, ISO 27001:2005, and other standards,
• Underlining that absolute safety cannot be a regulatory goal, as it is impossible to
make the world risk-free,
• Stressing that risk management in regulatory systems
• makes regulatory processes more transparent,
• represents a more proactive approach to regulation and to regulatory reform,
• forms the basis for the interaction among the stakeholders and is a tool to
involving the stakeholders more closely in the regulatory processes,
• makes the functions of the system easier to understand,
• improves regulatory cooperation and harmonization at a regional and
international level,
• is indispensible for increasing the efficiency and resilience of the regulatory
system,
recommends that:
R1. Regulatory authorities and other regulatory system stakeholders use the concept
of “risk”, to evaluate how balanced the regulatory system is against two extremes:
(a) Excessive or over regulation, i.e. regulations that are too
stringent with respect to the risk they set out to address and
(b) Insufficient regulations that fail to address risk and
unnecessarily or inordinately expose citizens and economic
operators.
R2. Regulatory authorities establish, implement and maintain, taking into account the
level of risk tolerance of various regulatory system stakeholders, a process for:
(a)

Determining,

(b)

Analyzing,

(c)

Reviewing and monitoring, and

(d)

Adjusting

an acceptable level of risk within a regulatory system.
R3. Regulatory stakeholders, as well as international organizations and other
interested parties, use the following criteria when evaluating regulatory systems:
(a)
Risks are timely identified and identification covers as
many risks as possible.
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(b)
Risks are properly analysed and evaluated and the most
critical risks are given the highest priority.
(c)

Balanced risk treatment is chosen.

(d)

Risk treatment is efficiently implemented.

(e)
Contingency plans are developed, tested and remain
relevant; resources are available to implement them.
R4. Where appropriate, regulatory authorities implement the following functions
within regulatory systems, in the logical sequence as presented in the picture 1 and described
in clauses R4.1-R4.8:
(a)

Setting the regulatory objectives.

(b)
Developing asset inventory: identifying and
managing the assets being protected.
(c)
these assets.

Risk identification: identifying the risks to

(d)
Risk analysis and evaluation: understanding
the most important risks).
(e)

Choosing risk treatment strategies.

(f)

Implementing risk treatment strategies.

(g)
related risk.

Developing a plan to deal with disruption

(h)
Monitoring, reviewing and improving the risk
management process.
R4.1

Setting the regulatory objectives

The system is based on the regulatory objectives identified by the regulator.
Regulatory objectives are used for setting the criteria against which the risk is evaluated.
Absolute safety is not considered as a regulatory goal. Appropriate criteria are selected to
decide which risks are tolerable, and risk tolerance is used as a method for achieving a
regulatory balance. The regulatory objectives are drawn up in consultation with all relevant
stakeholders.
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Criteria for risk
evaluation

Setting regulatory
objectives

Regulatory
Objectives

Management of
assets

Asset inventory

Processes to
keep the asset
inventory upto-date

Regulator

Contingency
plans

Contingency
planning

Regulator

Risk
Identificaiton

Risk register

Risk analysis
and evaluation

Risks
prioritized by
criticality

MSA, Business,
CAB, SDO

Conformity
Assessment Bodies

Conformity
assessment
procedures

Coordination
with authorities
and
shareholders

Implementation
of risk
treatment
strategies

Monitor and
review
compliance

Regulator

Regulator

Market
Surveillance
Considering
budget
implications
Market Surveillance
Authorities

Regulator

MSA, Business,
CAB, SDO

Determination
of the risk
treatment
strategies

Risk tolerance

Risk mitigation

Regulation

develop an action plan
if risk occurs, ensure
appropriate
communication with
stakeholders

Review and Analysis of the
system

R4.2

Developing an asset inventory

Risk avoidance

Risk sharing

Alternatives

subsidize
information campaign

Continual
Improvement

ban the activity that
poses a risk

transfer risks from
government
to operators, and/or to
consumers

Internal Audits
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A process of communication and consultation with stakeholders sets out to identify
the relevant assets: objects or qualities that have value, and which the system sets out to
protect.
R4.3

Risk identification

Risks are identified for each asset, starting with the most crucial ones.
Regulators cooperate effectively with other stakeholders in identifying risks, as it
increases the resilience of the system by reducing the chances that certain risks might be
overlooked.
All stakeholders in the system are allowed to participate in identifying risks for the
following reasons:
•
Not only regulations but also voluntary standards help
business and society deal with risk. Standards development
organizations can provide important input for risk identification.
•
For market-surveillance authorities, properly identifying
the risks that products placed on the market may cause is a prerequisite
for developing timely and appropriate measures and ensuring
marketplace safety.
•
Conformity-assessment procedures act as risk mitigation
tools by reducing the risk of placing dangerous products on the market.
Conformity-assessment bodies see the risks that the regulator may not
be able to identify.
•
Business operators may also inform the regulator about
risks that in their view require regulatory intervention.
R4.4

Risk analyses and risk evaluation

No matter from which source the regulator or other stakeholder learns about a risk, a
risk analyses and evaluation must follow, ranking the risk according to its seriousness.
This step ensures that critical risks are dealt with in a timely manner.
R4.5

Determining a risk treatment strategy

On the basis of the results of the risk assessment, and acting in consultation with the
systems‟ stakeholders, the regulator chooses an appropriate risk management treatment. This
can be:
(i) Tolerating a risk: deciding that the regulator is not willing or is
unable to take measures to reduce the probability and the expected impact of a
risk. An important condition is that if a risk is tolerated, it should be
communicated to interested parties appropriately and become an input into the
contingency planning function.
(ii)
incurred.

Avoiding the risk by banning activities or processes where it has

(iii) Sharing the responsibility for managing the risk, including
bearing responsibility if it occurs, to economic or social actors (families,
firms).
(iv) Mitigating the risk: developing a regulatory or non-regulatory
response to reduce the probability and the expected impact of a risk:
•
A regulatory action implies not only
developing a new or reforming an existing regulation, but also
choosing appropriate conformity-assessment procedures and
market-surveillance measures.
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•
Non-regulatory action, on the other hand,
includes options such as educational or information campaigns,
and subsidies or incentives to economic operators‟ activities.
R4.6

Implementing the risk treatment

Implementing risk-management treatment within a regulatory system, regardless of
the strategy chosen, requires monitoring compliance, evaluating the effect of a risk
management treatment on other regulatory processes, other stakeholders and areas of
activities.
This involves:
•
Integrating the regulatory and other measures with
existing processes.
•

Performing regulatory impact assessment.

•
Establishing coordinating
competent authorities and stakeholders.

mechanisms

among

•
Giving guidance and establishing an appropriate budget
for the institutions responsible for monitoring compliance (conformity
assessment and/or market surveillance authorities).
•
R4.7

Deciding on penalties for non-compliance.

Contingency planning

Since there are risks that are unavoidable and some are almost impossible to forecast,
the regulator prepares a plan: if the risk occurs, what is to be done, who should do it and
how. The need for developing contingency plans is widely recognized; however, these will
be only be efficient if they are prepared within a system, where contingency planning is an
integral part of the risk management treatment.
R4.8

Monitoring and Review of the system

Regulators or other interested parties also run processes necessary for continual
improvement of the whole regulatory system. These may include performing regular internal
audits, analysis and review of processes and methodologies that function within the whole
system. The purpose of these activities is to raise the efficiency of process interfaces and to
provide common understanding of the regulatory system policy among all regulatory system
stakeholders.
The Working Party trusts that:
R5.
The reference model set out here provides an overview of how the risk
management process can be used in designing regulatory systems. It could serve as a concept
model for initiating a set of projects with an overall objective of increasing the maturity of
risk management application throughout regulatory systems.
R6.
The document describes the model and shows how it could be applied in
three interdependent set of activities: (a) developing specific models of risk-management
application by regulatory stakeholders (b) performing a risk-management needs assessment
survey and (c) developing a comprehensive methodology for managing risk within regulatory
systems.
R7.
The development of specific models of risk-management application in
various processes of various regulatory stakeholders would create a basis for increasing their
operational efficiency and for enhancing cooperation and harmonization among them. Also,
the models can be used for designing the risk-management needs assessment survey
methodology.
R8.
Development of a comprehensive methodology for management of risk in
regulatory systems will provide guidance on effective and efficient risk-management
utilization throughout regulatory systems. This, in turn, would lead to a more balanced
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regulatory system, to one that provides necessary and sufficient level of safety and stimulates
innovation, development and economic growth.

