Guidelines on the Development
of a Unified Supervision and
Inspection System of Economic
Activities in Greece

HELLENIC REPUBLIC
MINISTRY OF
DEVELOPMENT AND INVESTMENTS

1

Acknowledgments
The following five guidelines for ‘’the Development of a Unified Supervision and Inspection System
of Economic Activities in Greece’’ have been prepared by a joint team of experts which was
composed by members of the Better Regulation Delivery Directorate (BRDD)/General Secretariat
for Industry of the MINISTRY OF DEVELOPMENT AND INVESTMENTS and the WORLD BANK
Team.

2

Introduction
This publication presents five horizontal guidelines that settle out the basis for the development
and implementation of the new institutional framework for the supervision of economic activities
and the product market in Greece1.
The aim of the guides is to support the country’s inspectors and supervisors to develop new
inspection methods and tools in order to consolidate and ensure optimal and effective supervisory
processes for addressing the risks of doing business. Equally important goal of the guidelines
is to provide businesses and their associations with detailed information on the new regulatory
framework and its benefits to the entrepreneurial activity in Greece.
The new institutional framework for the supervision of economic activities is one of the three
pillars of the reform program which is under implementation by the Ministry of Development and
Investments in collaboration with relevant competent Ministries with the aim to strengthen the
business environment in Greece, to improve the competitiveness of enterprises, and to facilitate
investments.
The other two pillars concern: a) the simplification of licensing procedures for the majority of
economic activities in Greece, and b) the development of an Integrated Licensing Information
Management System (ILIMS) to support the digitization of the above licensing and supervision of
procedures.
The supervision Law introduced a new philosophy for the supervision and inspection of economic
activities in Greece with the aim to improve the welfare of citizens by reducing risks (existing or
potential) in relation to basic public goods such as, health, safety, and environmental protection.
In parallel, entrepreneurial activity and entrepreneurship are facilitated through fair competition
and businesses’ compliance with transparent, reasonable, and accessible rules.
By developing a predictable system through the implementation of the new institutional framework
is intended to make inspections more transparent and effective on the basis of planning,
programming, standardization, and disclosure of inspection procedures.
The new framework supports business compliance by introducing innovative tools from public
administration, such as a new Enforcement Management Model, the Check Lists e.t.c on
inspections while will create a trustworthy and reliable business environment among enterprises,
consumers, and citizens by using effectively the available resources.
This new supervision and inspections system will contribute to economic growth and employment,
will support the creation of new businesses by facilitating investments and will promote the
diversification of production by fostering innovation
The following five guidelines are designed for practical use to support supervision
authorities and businesses to cope with the inspection processes in a uniform and
consistent manner.
1

Law 4512/2018 (Α΄5/17.01.2018), Art. 127-157

Law 4635/2019 (Α΄167/30.10.2019), Art. 19
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1. Purpose and scope of the guide
Law 4512/2018 (Art 137) introduced a new legal framework for the supervision of economic
activities (hereinafter, inspections) that established the following goals in inspections:

•

Improving public welfare by reducing or mitigating existing or potential risks that may
endanger key public interests, in particular human health, safety, and the environment;

•

Making the best use of available resources through effective and cost-efficient enforcement
that increases trust among citizens, businesses, consumers, and so on;

•
•

Using transparent and predictable regulation; and

Fostering economic growth and employment by facilitating investment, enterprise creation,
diversification, innovation, and technology adoption and reducing administrative barriers and
costs, ensuring at the same time fair competition and practices in the market.

To achieve these goals, the law stipulates that inspectorates need to base their activities on risk
management and proportionality, minimize the burden and costs associated with control activities,
and use a wider range of tools to support compliance. More specifically, art. 137 of the law requires
that inspections be planned on the basis of risk assessment and risk categorization of economic
activities.
The purpose of this guide is to assist inspectorates and inspectors in developing risk criteria
and risk planning methodologies for inspection purposes, to ensure optimal decision-making
processes for dealing with risks.
This guide will help unify risk assessment and risk planning practices across inspectorates and
ensure the consistency, uniformity, and quality of approaches.
The guide is designed for practical use. It presents, in brief, what needs to be done to rate
inspection objects (such as establishments and products) in terms of the risks they pose and how
to implement this risk assessment to plan inspections. Care should be taken to apply the method
and tools in a manner that is suited to the characteristics and circumstances of each inspection
domain. The guide will also inform and help businesses and their associations to comprehend
the new regulatory framework and the tools available under the new supervision law related to
economic activities and products.

2. Why risk assessment and risk-based planning of inspections?
Adopting a risk-based approach involves a shift from covering all economic activities in a uniform
way to differentiating among them based on the level of risk they impose on key public interests. It
is not feasible, in practice, to inspect all economic activities with the same intensity (for example,
by physically inspecting them). The inspectorate instead has to make a decision—and the method
of taking such a decision is key—to base the decision of which entity to inspect either on the basis
of criteria that are unrelated to risk (for example, inspecting sites that are close by to each other
for the purposes of efficiency or focusing on large sites) or by applying a set of risk-based criteria
that will allow the inspectorate to choose objects that are most likely to affect the protected public
interest. Risk assessment and risk-based planning of inspections can serve four important goals:
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2.1. Improve protection of public interests and maximize social welfare
Inspectorates have a duty to plan inspections in a way that maximizes the benefit for the public by
mitigating existing or potential risks to key public interests, in particular human health and safety
and environment. There is no logic in exercising supervision over all activities in the same way, as
supervised activities differ from one another in the level of risk. Inspections should therefore be
prioritized based on the level of risk; the higher the potential risk, the greater the need for more
frequent inspections. For low-risk activities inspections should be rarer; information campaigns,
advice provision and other less interventionist means can instead be used to induce enforcement. A
methodology to classify establishments or products according to risk is thus particularly important.

Different establishments/products have different risk levels. If inspections are not adapted to these different
risk levels, a universal inspection method or a uniform inspection frequency may be selected for all cases, as
depicted by the red horizontal lines. This will result in dangerous establishments/products being inspected too
infrequently and less risky establishments/products being inspected too often. Insufficient inspection of risky
cases will fail to adequately protect the public interest, whereas overinspection will waste limited resources.
Risk-based inspections, on the contrary, will first target high risks and allocate resources accordingly.

Figure 1: Risk levels and inspection frequencies

2.2 Make the best use of limited resources
Inspectors cannot be everywhere all the time or examine every process, establishment, or product
that is involved in risk creation. Existing budgetary constraints and increasing pressures to reduce
costs mean that resources such as time, budget, manpower, and professional experience—which
are already limited in availability—should be deployed effectively to improve compliance among
the economic activities that pose the highest risk to the public interest. Physical inspections are
an expensive way to achieve enforcement compared, for example, to the provision of advice
and/or training to businesses. Risk-based inspections allow limited resources to “follow” risks by
making it possible to direct resources from low-risk activities to high-risk activities and invest them
in addressing key problems.

2.3. Establish strategic priorities and improve performance
To identify the key risks that need to be targeted, inspectorates first need to determine the
specific positive outcome(s) to be achieved, such as a decrease in labor-related injuries, food-
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borne illnesses, or product-inflicted harm. These strategic priorities are frequently coded into the
mission of the inspectorates, but need to be translated into specific, real-world outcomes. The
adoption of risk assessment and risk-based planning of inspections thus prompts inspectorates
to (re)define and concentrate on their strategic goals and objectives. A risk-based approach that
involves setting specific goals ex ante can assist in the measurement of performance and improve
performance by revealing the sources of failure and success.

2.4. Enhance the transparency and consistency of inspection decisions
A common approach to risk assessment and planning of inspections across inspectorates improves
consistency in the assessment of economic activities and ensures that inspection decisions will
differ only when justified by the level of risk. Risk assessment establishes a clear criterion for
making inspection decisions because the risk criteria on which the assessment is based, and the
process followed to make the assessment, are clearly defined in advance. Transparency in the
decision making of inspectorates strengthens their legitimacy and allows the public to understand
the criteria that underlie inspection decisions, thereby building trust in government institutions and
increasing compliance.

Table 1: Universal vs. risk-based inspections

3. Key concepts
A unified definition of key concepts that applies across all inspection domains is important to
allow for a common approach to risk management, coordination of actions between different
inspectorates, and coherence in the supervision of economic activities across government
institutions. A limited degree of customization of the key concepts below is allowed when it is
required to cope with the needs of specific areas.
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Risk
Risk is the combination of the probability that an adverse event will occur and of the magnitude and severity of
the harm caused if this adverse event materializes.

Harm
Harm is any form of damage done to a protected public interest. Harm thus includes damage to life, health, and
property; damage to the natural and cultural environment; damage to state revenue; and so on. The magnitude
of the harm depends on the scope of the damage (for example, the size of the area that is polluted, or the
number of consumers or workers affected), and its severity depends on the degree and type of damage.
Hazard
Hazard is a potential source of harm.
Probability of occurrence
Probability of occurrence is the likelihood that an adverse event will occur leading to potential harm.
Risk assessment
The process of identifying, analyzing, and assessing the risks posed by economic activities, establishments,
products, and so on, which aims to organize and exercise appropriate enforcement actions, including inspections.
Box 1: Definition of key concepts for risk assessment and risk-based planning of inspections

4. Developing a risk-based planning methodology of inspections step by
step
Developing a proper methodology and tools to classify activities according to risk is particularly
important for a risk-based inspection system; before taking that step however, it is essential for
inspectorates to set the context and define their scope of work.

Step 1: Set a goal of risk reduction
The first step in developing a risk-based targeting method for planning inspections is to define a
desired positive outcome that needs to be achieved within a specific time period, usually over a
certain number of years (multiannual risk planning). Ideally, the overall positive outcome will be
defined quantitatively and broken down into sub-objectives that can be achieved on an annual
basis. Each inspectorate targets relevant risks to public interests that are generated by the objects
(that is, the products or establishments) under its supervision.
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Australian Work Health and Safety Strategy 2012-2022

•
•
•
•

The Strategy sets three national targets to be achieved by 2022:
A reduction in the number of worker fatalities due to injury of at least 20%.
A reduction in the incidence rate of claims resulting in one or more weeks off work of at least 30%.

A reduction in the incidence rate of claims for musculoskeletal disorders resulting in one or more weeks off work
of at least 30%.
US. Food and Drug Administration (FDA) Strategic Priorities 2014-2018

•
•

Improve response to foodborne outbreaks with rapid tracing of contaminated foods
Conduct effective risk communications related to outbreaks and contamination incidents.

GR Ministry of Rural Development and Food multiannual national plan (2015-2019)
Strategic goals
1. Monitoring and treatment of zoonoses and zoonotic agents. Eradication of specific zoonoses.
2. Prevention and treatment of chemical and biological risk factors in the food and feed chain.
3. Protection of consumer interests and fighting fraud across the food chain.
4. Ensure effective implementation of EU legislation on phytosanitary control for the protection of national capital,
natural resources and the environment.
5. Improving the organization and implementation of official controls on issues related to animal welfare.
6. Protection of public health, animal health and the environment through better management and optimal use
of animal by-products.
7. Improving the organization and implementation of official controls for the uniform application of law by:

•
•
•

Removing duplications
Achieving uniformity in the implementation of official checks
Effective supervision of official controls using appropriate verification systems

GR General Secretariat of Industry, Unit of Construction products, Chemicals and Other Industrial
Products
Goals for construction products with CE marking available on the market:
1. Minimize the number of non conformity construction products with the Construction Product Regulation (EE)
nr. 305/2011, on the greek market.
2. Reduction of deviation of a construction product performance from the declared performance.
Box 2: Examples of goal setting

Step 2: Compile a database of inspection objects
Inspectorates need to compile a database of the objects under their supervision and gather
information on the characteristics that are required to assess the objects’ risk level. This is necessary
so that inspections can be planned correctly. The personnel and material resources available
within inspectorates should be matched with the objects to be inspected. It is necessary, therefore,
to first identify and keep track of the inspection objects (see Section 5 on necessary criteria for
risk assessment). The database need not be sophisticated, but reasonably comprehensive and
sufficiently updated. Inspectorates are not expected to achieve a 100 percent accurate list of
objects in semi-regulated areas, such as the operation of offices, but it is crucial that—even in
these areas—the database does not miss the higher-risk objects. In cases where databases are
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incomplete or outdated, inspectorates can use a variety of sources to collect missing information.
This could include, for example, exchanging information with other inspectorates or consulting
their databases, using publicly available information (such as media reports), systematically
collecting data and inputting it into the database when conducting random inspections, and so on.
Notify Business, the information technology (IT) software that currently supports notification in several business
sectors (manufacturing, tourism, catering, food retail, logistics, mining, waste management) can be used
by inspectorates as a source of information on inspection objects. Notify Business contains information on
establishments that started operating from 2016 on, including information on their physical characteristics, which
is relevant in assessing risk and targeting inspections.
Law 4442/2016 mandates the creation of a better and more sophisticated information management system to
support risk-based supervision. The design of the Integrated Licensing and Inspections Management System is
in progress. When completed, the system will comprise a unified database of establishments to be used across
several agencies to rank economic activities on the basis of predefined risk factors and their parameters, to
generate inspections plans, and to allow inspectorates to list their inspections and view the results of others’
inspections.
Box 3. Notify Business

Step 3: Assess risks and classify inspection objects
Once inspectorates have defined the context and their scope of work and created a database
of objects, the next step in the process is to assess relevant risks and rate inspection objects
according to their assessed risk level. This occurs in three stages:
a. Risk identification
The first stage of risk assessment involves the identification of hazards and of subjects that would
be at risk of harm as a result of those hazards.
Methods and sources
To account for as many conceivable hazards as possible, it is suggested to perform risk
identification primarily through brainstorming in inspectors’ groups. This can be complemented
by an examination of historical data on past accidents, by consultation with relevant stakeholders
such as business associations, and by using international experiences and data collected
by specialized international organizations, where available. The first two columns of Table 2
present examples of hazards and the affected subjects.
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Table 2: An example of identification of hazards and subjects at risk

b. Risk analysis
After identification of the relevant hazards, the risks associated with that hazard should be
analyzed. Risk analysis involves describing the potential negative consequences—that is, the
type of harm or damage that may occur to the subjects if exposed to the hazard (Table 2, Column
3). The type and gravity of the harm are used to understand the nature of the risk and determine
its severity.
Methods and sources
This stage can be completed by using data from multiple sources, including the informed
opinions of senior officers and experts, academic and research publications, official sources
containing current and historical data on accidents, and materials from the EU and other
international sources3.
c. Risk evaluation
In the last stage of risk assessment, predetermined risk criteria are used to evaluate the magnitude
and probability of harm and arrive at the estimated risk level of the inspection object. To evaluate
the risk level of a given object, the probability of harm and the magnitude and severity of harm
should thus be combined. This can be performed with the help of a risk matrix, a simple tool that
is used to increase the visibility and understanding of risk attributes and assist in decision making.
Each inspectorate should develop and use a fixed set of evaluation criteria that will be applied
to all inspection objects under its supervision. All objects under the same inspection domain are
evaluated against the same criteria to allow for all supervision objects to be scored on the basis of
risk and subsequently to be classified in a specific risk category, usually low, medium, or high risk.
It is advisable to use more than three levels, however, such as low, lower medium, upper medium,
and high, as shown in Table 3, to allow for greater differentiation among potential inspection
objects.
3

For example, EU specialized risk assessment bodies such as the European Medicines Agency (EMA), the European Food Safety Authority (EFSA), and
others, and international organizations such as the World Health Organization (WHO), World Organization for Animal Health (OIE), Food and Agriculture
Organization of the United Nations (FAO), International Plant Protection Convention (IPPC), International Labor Organization (ILO), and others.
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Risk matrices are the primary way of classifying establishments, products, and so on, according to risk. The
severity and magnitude of harm are identified on the vertical axis. The probability of occurrence is identified on
the horizontal axis. The intersection determines the level of risk.

Table 3: Example of a risk matrix

Methods and sources
In practice, quantitative data are usually combined with a more qualitative assessment to define
risk criteria. For a more practical and realistic approach, inspectorates should rely on information
from multiple sources—including the Hellenic Statistical Authority (ELSTAT), the Rapid Alert
System for dangerous non-food products (RAPEX), the Internet-supported information and
communication system for the pan-European market surveillance for products (ICSMS), the
Rapid Alert System for Food and Feed (RASFF), the International Plant Protection Convention
(IPPC), and others—regarding historical data on accidents, past inspections findings, the
understanding and expertise of senior inspectors, examples from other European jurisdictions,
and scientific evidence. Specifically with respect to products, the European Commission has
recently developed an online tool to facilitate the systematic risk assessment of products,
which can also be used as a source of information (EC 2018)4. Based on this information,
inspectorates can define risk criteria and assign weights to parameters that influence the
probability and magnitude of risk. The score for each parameter is then added to reach a total
score for the supervision object based on which the object will be classified into a specific risk
category (see Annex for examples from Lithuania and the United Kingdom).
Using the risk criteria, risk parameters, and their relative weights over time, and reviewing them
when necessary, will result in their refinement, at which point it will be possible to transition from
manual implementation of risk assessment to automated implementation of risk assessment
performed by the Integrated Licensing and Inspections Management IT system. In some cases,
it is possible to use quantifiable indicators from the beginning; these can be incorporated more
easily in the IT system, allowing inspectors to promptly categorize and recategorize objects based
on their risk level.
Sections 5 and 7 of this guide are devoted, respectively, to the design of risk criteria and their
parameters, and the risk scoring of inspection objects.

4

European Commission (2018), Risk Assessment Guidelines (RAG) for RAPEX, available at: https://ec.europa.eu/consumers/consumer-safety/rag/#/
screen/home
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Step 4: Match risks with available resources
Risk evaluation will result in the classification of supervision objects into three categories of
risk—low, medium, and high—which are usually depicted visually in the form of a risk pyramid,
as foreseen in art. 137 of Law 4512/2018. To translate this classification into actual inspection
planning, inspectorates will need to link this information with their own resources. This presupposes
that inspectorates keep an internal register of their resources—for example, available inspectors
and their profiles and skills. After the risk evaluation and the classification of inspection objects
into risk categories have been completed, inspectorates should take into account the number of
available inspectors, their skills, the average duration of inspections, and the required follow-up
desk work in order to estimate how many total inspections each inspector can conduct each year.
Based on this estimate, inspectorates should then set a minimum inspection frequency for each
risk category. For example, objects in the higher risk category must be inspected at least x times
per year, objects in the medium risk category must be inspected at least x times per year(s), and
so on. In principle, frequency will be proportional to risk, implying that resources will focus on
higher-risk objects, which will be inspected more often. Caution should be exercised in setting
the inspection frequency for each category in a way that does not exhaust available resources, in
case serious complaints and emergencies arise that will require prioritization.

The risk pyramid depicts the classification of inspection objects (such as establishments and products) into three
categories based on their risk level. The type of intervention and frequency to be applied are intensified as the
level of risk increases.

Figure 2: Risk pyramid
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5. Designing risk criteria and parameters
The proper design of risk criteria is crucial for the implementation and effective functioning of a riskbased inspection system. Risk criteria and their parameters should be straightforward, concise,
and easily identifiable with regard to the inspection object (that is, the establishment, product,
process, and so on). Each inspectorate should develop a fixed set of evaluation criteria and a
system for scoring based on specific parameters that will be applied to all inspection objects.
Though the risk criteria, the parameters, and the scoring method will need to be customized to
the inspection domain and type of supervised objects, it is possible to distinguish two groups of
criteria that are generally applicable and can be used—with modifications—in most inspection
domains.

Group A: Intrinsic characteristics and other (static) risk attributes
Inherent characteristics of economic activities and products, as well as other risk attributes, can be
used as criteria for the classification of inspection objects into risk groups. These characteristics
usually remain unchanged over time, are easily identifiable and known, and can therefore be
assigned scores before any inspection has been conducted. They usually include the following:
a. Type of activity or type of process or type of product
The sector of the activity, the type of activity performed, the processes and equipment used, and
the structural characteristics are all important for the risk classification of establishments. Some
activities are more dangerous and accident-prone than others, or can lead to more significant
harm. For manufacturing establishments in particular, the raw materials used, the manufactured
products, the substances stored, and the waste generated will constitute important aspects that
affect the risk level and should be included in the parameters to be assigned weights. It is more
dangerous, for example, to use pressure equipment, be exposed to high temperatures, and store
chemicals than not. The structure of the establishment should also be taken into account when
it exacerbates risk, as is the case, for instance, of a multistory hotel or an underground pub,
which present difficulties for evacuation. Depending on the inspection domain and the risk to be
mitigated, it is possible to identify other, more relevant parameters for risk assessment; in the
environmental safety domain, for instance, the age of an establishment is considered to influence
the probability of harm.
Intrinsic characteristics are also important for the risk classification of products. The product
category or type and other characteristics such as the intended use, overall shelf life, and age
of a product can affect the probability and the magnitude of risk and should thus be incorporated
into the assessment. Products that have the potential to have a significant impact on the health
and safety of consumers will receive a higher risk score. Other important parameters include the
frequency of use of the product and its usefulness; a product that is used often entails longer risk
exposure for consumers compared to a product that is used less frequently or seasonally, as is
the case for instance with holiday ornaments. The existence of risk-mitigating attributes such as
warning labels, safe packaging, and so on, as well as compliance with voluntary safety standards,
are parameters that should be incorporated into the assessment. More specialized parameters
can be identified for product categories with particular characteristics.
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b. Size of the activity or scope/volume of operations
The size of the activity or volume of operations can affect the potential scope of harm and are
therefore important criteria. In the case of establishments, a larger size implies that inflicted
damage will be proportionally higher should an accident occur. The volume of operations is
important for products; for example, products that are produced in large quantities and available
in many retail stores will pose risk of a higher magnitude compared to products that are produced
in small quantities and available in specialist outlets.
c. Characteristics and number of people exposed to risk
The characteristics, function, and number of people that are exposed to risk can influence both the
risk magnitude and its probability and should therefore be used as criteria for the risk classification
of inspection objects. The larger the number of consumers/users of a product or of people
present in an establishment, the higher the number of people who are likely to be injured if the
risk materializes. It is also important whether people work in an establishment and are therefore
accustomed to its risks—for example, in the case of factory workers or hotel employees—or are
present merely as customers. The susceptibility of the population that is exposed to a particular
risk should also be taken into account as a parameter; for example, risk is aggravated if the
establishment accommodates disabled people or if the product is intended for vulnerable consumer
groups such as children or the elderly.
d. Location
Location can affect the magnitude of risk. Parameters that incorporate location characteristics
should be used, when appropriate, for the risk assessment of establishments. If an establishment
is isolated, for instance, it is likely to have less of an effect on its surroundings if harm materializes.
On the other hand, if the establishment is surrounded by densely populated areas or is located
near important natural resources such as forests, lakes, other water sources, or sites of cultural
interest, the potential harm would be elevated if the risk were to materialize.
The Ministry of Rural Development and Food of the Hellenic Republic has recently defined the following
criteria for the risk classification of slaughterhouses. The criteria take into account inherent risks and
risk attributes, existence of risk management system and compliance track record:
a. The risk assessment should take into account the following general criteria:
b. The type of food produced and the appropriate use by the consumer.
c. Processing methods.
d. Business size
And the following specific criteria:
a. Risk profile of the establishment according to checklists.
b. Implementation of a reliable self-control system according to checklists.
c. Recommendations made to the business, corrective measures and administrative and / or criminal sanctions
imposed.
d. History compliance of the business with released appropriate corrective measures, which result from official
controls and confirmed by the Regional Veterinary Authorities.
e. Export activity of the business.
Box 4: Criteria for risk classification of slaughterhouses
Risk Assessment and Risk-based Planning Methodology of Inspections
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Group B: Dynamic risk attributes
The second group of criteria includes risk attributes that are dynamic in the sense that they are
not dependent on the inspection object as such, do not receive scores before an inspection has
been conducted, and can change over time based on inspection results. These criteria include
the existence of risk management measures and the compliance history of the inspection object.
The evaluation and scoring of the object with regard to parameters relating to these dynamic
criteria are critical in determining the frequency of inspections, which may be increased or reduced
depending on the compliance record and the risk management measures in place. For example,
inspectorates may set the inspection frequency for a medium-risk business to the same inspection
frequency as a low-risk business if its compliance level is found to be high after two consecutive
inspections.
The difficulty with dynamic parameters lies in the fact that most inspectorates do not have adequate
information systems or prior records to allow them to assess compliance and risk management
sufficiently to target inspections accordingly. In such cases, and until information on compliance
levels becomes available, inspectorates should base their inspection planning on a preliminary risk
categorization of inspection objects according to their intrinsic characteristics (such as type, size,
and number of people exposed to risk). This would already present a considerable improvement
to inspection planning compared to treating all inspection objects identically. Nevertheless, a full
assessment (including the aspects of compliance and risk management) should be completed
at the end of the initial inspection of each new establishment and after each full inspection. An
assessment should also be completed following a partial inspection if sufficient evidence has
been gathered to complete the assessment. Every time the object (that is, the establishment,
product, and so on) is inspected, its scoring will be updated based on the results of the inspection,
potentially resulting in a reclassification of the object into a different risk category or maintenance
of the same level of risk and classification.
a. Existence of risk management measures
The quality of risk management and existence or lack of risk management measures can
significantly affect risk and should thus form a separate criterion for evaluating the risk level
of establishments. Parameters such as knowledge, managerial rigor and prioritization, the
existence of control systems that are designed to detect violations in regular workflow, the
external certification of specific risk management standards, the use of protective equipment and
machinery, and other means of internal control can reduce the probability of risk and should be
included in the assessment. Table 4 shows some of the parameters that could be used to assess
risk management capacity. In some cases, the existence of risk management measures or of a
risk management system may be not only good practice, but a mandatory legal requirement. In
food manufacturing, for example, the implementation of procedures based on Hazard Analysis
and Critical Control Points (HACCP) principles are mandatory for most business operators based
on EU legislation. The existence of risk management measures and overall effectiveness in how
risks are treated in the establishment are ascertained during the inspection.
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b. Compliance track record
The compliance record of an inspection object influences the probability of risk. An accident
resulting in harm of a public interest is more likely to occur in a business that has been found
to commit frequent or repeated violations. Poor compliance history creates an expectation of
future violations and implies that the inspection object should be monitored more closely through
inspections. The compliance track record will include as a parameter the establishment’s
approach to findings of non-compliance—for example, whether the business admitted violations
and cooperated with the inspectorate, whether the business was willing to act immediately, and
so on—which is important in assessing the likelihood of compliance in the future (Table 4). The
compliance track record should therefore form a separate risk criterion that can be assessed
based on the results of the checklist, after the inspection has taken place. Every time an inspection
is performed, the compliance track record will be updated, potentially resulting in a revision of the
inspection object’s overall risk score.
In the case of products, it is important to take into account the compliance track record not only
of the product, but also of the specific producer/trader/importer of the product. Risk assessment
for a certain product will therefore combine an evaluation based on risk criteria pertaining to
(intrinsic) characteristics of the specific group or type of products and an assessment based on
the compliance track record of the respective producer/trader/importer.
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Table 4: Better Regulatory Delivery Office (BRDO) common criteria for use in helping to assess likelihood of
compliance

6. Pitfalls in the design of risk criteria and parameters: What not to do
Using legal requirements as parameters is one of the most common mistakes to avoid in designing
criteria for the risk assessment of inspection objects. This results in parameters that are highly
specific and therefore of little practical value in assessing risks. Risk criteria and parameters
should be easy to understand and fairly generic, in the sense that they can be applicable for
the same type of supervised objects of the inspection domain. Using highly specific technical or
formal characteristics as parameters should be avoided. For example, using a specific quantity of
a flammable substance as a criterion in classifying establishments in terms of fire safety risk will
imply that no preliminary risk assessment will be possible and that the risk level of establishments
can only be ascertained after inspection.
Formulating parameters in an ambiguous way, so that they become difficult to assess or require
subjective judgement, is another frequent and significant error, as it can result in inaccurate
classification of inspection objects. Parameters should be formulated by reference to factual
characteristics so that it can be objectively determined whether or not they are applicable to a
given inspection object.
Basing risk assessment on the size of the activity or scope/volume of operations and compliance
history, while omitting parameters pertaining to the type of activity/object, ignores parameters that
are fundamental to risk assessment, as they affect both the magnitude and the probability of risk.
This mistake occurs because the type of activity is regarded as a dimension that requires technical
expertise, such that inspectorates may abstain from using it. As discussed in Section 4, however,
senior inspectors’ experience and examples from other European jurisdictions can enable the
design of parameters that largely reflect the characteristics of the activity, establishment, product,
and so on, that are important for risk classification and allow for a relatively easy determination of
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which inspection objects are inherently more or less hazardous.
Classifying too many establishments/products in the high-risk category is another common
mistake. In the early stages of introducing risk-based inspections, it is common to develop risk
criteria in such a way that a large proportion of establishments/products are automatically classified
as high-risk category (see, for example, Figure 3). This results in a distribution of objects into risk
categories that does not correspond to a “risk pyramid” and implies that resources will be spent
on objects which are of lower risk.
Considering the duration of business operation as a decisive criterion. In some countries, as
in Moldova, new businesses are categorized as high-risk, by definition, while old businesses
are considered to be of low risk. Such a simplistic classification clearly disregards intrinsic
characteristics and other risk attributes that are important for correctly assessing risk. The
argument is that the lack of experience of young businesses makes them risky. As in Moldova,
however, this is not backed by empirical evidence.

The bar chart shows that the Sanitary Inspectorate of Region 2 categorized 40 percent of supervised facilities
as high-risk and 43 percent as low-risk, leaving about one-fifth of all facilities in the medium-risk category. In
a different region, however, the distribution of facilities across risk categories by the same inspectorate was
consistent with the pyramid approach, ensuring that a minority of facilities would be categorized as high-risk and
a majority treated as low-risk.

Source: World Bank Group (2018, 32).
Figure 3: Polish State Sanitary Inspectorate distribution of facilities in risk categories—regional differences
in the proportion of high-risk facilities
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7. Risk rating
Once inspectorates have designed the risk criteria and parameters that are relevant for the specific
inspection domain, they should assign a weight to each risk parameter that corresponds to its
significance. Higher weights will imply a higher level of risk. The weights will then be translated
into risk bands, so that a predetermined range of weights will correspond to a risk category.
Depending on available resources, each inspectorate will subsequently decide on the frequency
of inspections corresponding to each category.
Several inspectorates across European jurisdictions implement such intervention rating schemes
to plan inspections. The Lithuanian Food Safety Authority and the United Kingdom Food Safety
Authority are prominent examples (Annex 1). Using this scheme, each inspection object receives
an aggregate score, on the basis of which it is placed in a different risk category with corresponding
inspection frequencies.

8. Implementation road map for risk-based inspections
Summarizing the steps that need to be followed to develop a risk-based planning methodology
for inspections, it is proposed that each inspectorate adhere to the following sequence of actions:

•
•
•
•
•
•
•
•
•
•

Determine the desired positive risk reduction outcome to be achieved within a specific time
period.
Compile a database of objects (and their characteristics) under its supervision.
Identify the hazards and the subjects that would be at risk from those hazards.
Determine the type of harm/damage that may occur to the subjects if exposed to the hazard.
Develop a set of risk criteria, parameters, and respective weights to use in evaluating the
magnitude and probability of harm posed by the inspection objects under the supervision
of the inspectorate.
Evaluate all objects against the same criteria and classify them into specific risk categories.
Match the number and type of objects in each risk category with available resources.
Set the inspection frequency for each risk category.
Conduct risk-based inspections.
Revise the risk criteria and parameters and inspection frequencies when/if necessary.
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Annex
Table 5: Example of UK Food Establishment Intervention Rating Scheme
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Food hygiene intervention frequencies
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Table 6: Example by Lithuanian State Food and Veterinary Service - risk assessment of food production and packaging
companies
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1. Purpose and scope of the guide
According to art. 147 of Law 4512/2018, inspections must be carried out using checklists. The
purpose of this guide is to help authorities and inspectors develop checklists that are to be used
to inspect economic activities and to achieve a coherent way of assessing business compliance.
This guide is designed for practical use and outlines how checklists are developed at both
the organizational and the content level. Particular attention should be paid, however, to the
application of the methodology and tools used in relation to the characteristics and conditions of
each economic activity.
The purpose of the guide is also to inform companies about the use of this new tool by the
supervisory authorities, which can be used for self-assessment and compliance in accordance
with legal requirements.

2. Checklist definition
A checklist is a tool that controlling agencies (inspectorates or supervision authorities) use while
inspecting business entities. Checklists contain both questions that are geared to elicit detailed
information about the inspected entity and questions that help the inspector to examine the
business entity’s compliance with legally set standards (IFC 2010). The checklist is a compliance
assessment sheet that contains the minimum main requirements or categories of requirements
with which businesses must conform as regards their products, services, or operations.
Checklists are used in a number of developed and developing countries (including Great Britain,
Germany, France, Lithuania, Belgium, Austria, Canada, and Mexico) as an efficient inspection
mechanism. They are also used to collect and process information about the condition of a certain
sector of the national economy. In addition, checklists can promote compliance, if made available
to businesses so that they can access them easily and understand the legal requirements for a
particular activity and what inspectors will focus on during an inspection.

3. Goals and principles of the checklists
Checklists can be an effective tool for addressing a number of problems that are frequently
encountered in inspections, including:

•

Lack of uniformity and consistency, for example when different inspectors act differently
during inspections or they prioritize different things to inspect;

•

Lack of clarity when requirements are interpreted differently from how inspectors view
them, creating difficulties for businesses to comply with rules.

•

Lack of focus on which rules are important in tackling hazards when inspectors focus on
some requirements over others

•

Lack of compliance, since businesses become confused about how to implement
requirements, do not understand which are important for risk mitigation in their activities, and
eventually do not comply.
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Checklists are used in a number of developed and developing countries (including Great Britain,
Germany, France, Lithuania, Belgium, Austria, Canada, and Mexico) as an efficient inspection
mechanism. They are also used to collect and process information about the condition of a certain
sector of the national economy. In addition, checklists can promote compliance, if made available
to businesses so that they can access them easily and understand the legal requirements for a
particular activity and what inspectors will focus on during an inspection.
Checklists need to clearly emphasize the core requirements -the principal and most important
requirements for risk mitigation- as inspections will be carried out according to that checklist.
Checklists are also used to promote business compliance in general, because as the checklists
are available to businesses (e.g. by uploading them on the website of competent authorities)
businesses are now able to understand better and easier the legislative requirements and can
be aware of the critical points of inspection and of the main requirements to which the inspectors
will focus on during an upcoming inspection (which, as mentioned, also relates to the key risk
points) of the particular activity. Finally, the checklists also serve as a basis for the level of activity’s
compliance and for the choice of action the inspector will make, and the measure he will impose
on the activity (from the simplest one, that is simple advice and guidance, to the strictest one
where there is an imminent threat to public interest).
There are two major goals in introducing a checklist: (1) simplification and improvement of the
inspection procedure as an integral component of the inspection system; and (2) increasing
compliance levels by achieving uniformity and informing businesses about the main elements of
inspections.
Simplification and improvement are achieved by consolidating the main legal requirements into
a single document, thus facilitating efficient and expedient inspections.
Increased compliance is achieved by introducing a uniform and focused tool that offers greater
clarity and certainty to businesses. Greater legal awareness among businesses will, in turn, help
them to perform self-checks and eliminate non-conformities that they themselves find before a
controlling agency’s inspector visits (IFC 2010).
An indirect positive impact is that developing checklists will help the supervision authority to
understand whether the requirements are too complex or detailed (which makes it difficult for
the inspected entities to comply) and, accordingly, whether it is necessary to clarify or simplify
requirements (or even eliminate them if they are obsolete and do not address risk) to encourage
compliance.

Checklists were part of the reform of the supervision process (inspections and enforcement) in Lithuania, which
itself was part of an overall regulatory reform agenda initiated in 2008. Authorities in Lithuania adopted checklists
for all major inspectorates, covering the most widespread types of economic activity. Lithuania adopted 65
checklists in 2012 and 148 in 2015.
Source: OECD (2015) Regulatory Policy in Lithuania
Box 1: The Case of Lithuania
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Checklists are useful to help inspectors weight risk. This is achieved by weighting control questions,
for example by using scoring and allocating more weight to questions regarding non-conformities
that will increase the risk level of the activity.
The following principles should be applied in the development of checklists and the questions
included in them:
a) Clarity: questions should be clear and easy for both inspectors and businesses to understand;
b) Simplicity: questions should be simple, not strictly repeating legislative norms but practical
and easily answered in real time;
c) Risk-based approach: questions should focus on the main requirements related to risk,
not repeating or replicating legislative norms but working as a tool to identify whether the main
hazards are controlled in the business activity; and
d) Publicity: Checklists should be publicly available, allowing businesses to identify the
checklist, understand where the focus of an inspection is, and use the checklist to self-check in
preparation for an inspection, as well as to check regularly how they perform in terms of legal
requirements. As already mentioned, this will help businesses to increase compliance levels on
their own which is also a matter for an effective supervisory system.

4. How to decide on the scope to be covered by checklists
One of the most important questions to address before starting to develop checklists is what
scope the checklists will cover. If an inspectorate checks more than one object (that is, more
than one type of installation) or different areas (for example, both safety and quality issues for
consumer protection), it is important to be in a position to select correctly which objects should be
covered by the checklists.
Ideally, the inspectorate will decide on how to define the checklist’s object by defining which risks
to mitigate through inspections.
Furthermore, the inspectorate can group objects if similar hazards apply to more than one object,
especially if they are similar or if the same regulatory requirements apply to them.
To frame this question, the following criteria are recommended in deciding on the object (and
groups of objects) of the checklist (Figure 1):
a) Domain of inspection5: Inspectorates could define the object per domain of inspection
(such as product safety), especially if an inspectorate deals with different domains at the same
time.
b) Sector: Inspectors could group together all objects within a sector6 (for example, food retail)
that is subject to the same regulatory requirements linked to risk.
c) Activity: Within the sector, there may be different requirements related to the activity of
5

As per the Law 4512/2018, there are 8 domains (art. 127).

6

A sector of businesses usually corresponds to a sector or subsector of the economy. A helpful guide in defining a sector is EC (2008), which classifies
businesses into divisions, groups, and classes and is also used in the licensing simplification Law 4442/2016.
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the business. For example, if one business deals with processing and another with trade (for
example, in food sector) and therefore justify a different checklist. If more than one activities
meet the same requirements, they can be grouped into one checklist.
d) Product category: Even under the same domain, there may be cases in which a product
category is subject to different rules or different production procedures that generate different
threats and hazards. For example, the formulation of a checklist per product category (e.g.
specific type of toys).
e) Business activities with fewer requirements: Even if all of the above (domain, activity,
sector, and product category) are similar, it is common for some businesses to potentially be
subject to fewer requirements. This may be the case for small businesses or businesses that
offer only a small variety of products. and are not expected to cause risk of equal scale to the
corresponding medium or large activities within the same industry or sector These may be
subject to fewer requirements in infrastructure or processing. In such cases, the inspectorate
may decide to separate the objects of a checklist by creating a shorter and simpler checklist for
this “niche” market of businesses. Even if the checklist (as seen below) includes “not applicable”
as an option in replying to a control question, it is usually more practical and user-friendly to
create a separate checklist for these businesses, especially in sectors where both types of
businesses (using the full and the smaller questionnaire) are expected to be inspected7.
It should be noted that Law 4512/2018 does not specify how to develop a checklist per inspection
object, thus allowing the Greek authorities to decide with discretion on how to group (if they decide
to group) the applied fields of the checklists.

YES

YES

NO

NO

Figure 1: Object decision tree

7

For example, a different checklist may apply to large restaurants serving 200 consumers compared to a small fast-food restaurant with a capacity of 20
people per day.
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5. How to develop a checklist
In developing a checklist, it is recommended that inspectorates follow the next two actions, which
are further divided into steps. Action A refers to the organizational part (how to organize the work
for the development of checklists) and Action B refers to the substantive part (how to develop the
content of the checklists). It should be noted that Step 2 of Action A is implemented through Action
B. The following figure depicts the two Actions.

Figure 2: How to develop the checklist

A. Action A: How to organize the work of developing the checklist
The following actions are recommended in initiating and organizing the process of developing a
checklist:
Step 1: Appoint a working group and adopt a work time schedule
The first step is to appoint a small working group of three to ten people who will be dedicated to
the development of a checklist. It is important to keep in mind that:

•

The working group will need to brainstorm on the practical and technical parts of the
checklists. It is important, therefore, that the inspectors who are actually experienced in

Development of a Checklists

39

conducting inspections participate in the development of the checklist. Inspectors of the
particular inspectorate are the most competent to develop a checklist and include the most
critical questions that need to be answered and are related to risk, and are best aware of the
potential difficulties that they may face during an inspection.

•
•

The working group will be required to draft, discuss, revise and finalize the checklist.

The working group should participate in the training of other inspectors once the new
checklist is implemented. The working group will thus act as the direct “owner” of the checklist
by responding to questions from other inspectors.

Step 2: Develop the draft of the checklist
Having in mind the goals and main principles (as explained above) of the checklist, the working
group will prepare the content of the checklist. In practical terms, it is important to keep in mind
that:

•

The working group should meet regularly, adopt a flexible way to communicate (such as by
e-mail), and act quickly to incorporate changes.

The working group will prepare a time schedule reflecting the key milestones and deadlines
related to the preparation of the checklist. The following milestones of Table 1 should be included
in the time schedule:

Table 1: Work time schedule for development of the checklist

Step 3: Pilot the draft of the checklist and adopt a plan to train all inspectors
When the working group’s draft is ready, it is important to test the draft checklist in actual
inspections. This can be achieved through mock inspections, as well as on-the-job training on the
use of the checklist in real-time (field) inspections, preferably unofficial inspections that will not
have legal implications for businesses. Based on this activity, corrections and comments will be
collected and used to further refine the checklist. It is important the participation inspectors from
different regions to the pilot process, as they will be able to serve as trainers for other inspectors,
before and after the adaptation of the checklists.
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According to the IFC Checklist Guidance (IFC 2010), developing effective and efficient checklists requires close
cooperation between controlling agencies and business entities. The following approach can be applied during
the checklist introduction phase:
1. Select a pilot region to analyze the efficiency and effectiveness of the developed checklists (it is better to
select the region with the highest concentration of checklist-specific business entities).
2. Discuss the developed checklists in the pilot region with business entities and business associations and
make appropriate adjustments on the basis of these discussions.
3. Based on checklist discussions and the adjustments that have been introduced, run a number of inspections
in a pilot region.
4. Introduce the developed checklist on a national level.
Box 2: IFC piloting approach

While initial feedback is being collected from the piloting of the draft of the checklist, the working
group should develop a plan for training inspectors across the country in the use of the checklist.
The inspectors trained in the pilot phase can serve as trainers for the remaining inspectors.
Step 4: Revise the draft of the checklist based on feedback from pilot
The working group will incorporate comments made on the draft of the checklist, as well as those
made during the training (which can generate more comments and suggestions for changes) and
will subsequently revise the draft of the checklist.
Step 5: Disseminate the revised draft of the checklist to the private sector and collect feedback
The private sector should be involved in the development of checklists, to the maximum extent
possible. This can be accomplished during the pilot testing of the checklist, by initiating discussions
with inspected entities and business associations.
Also, before the legal adoption of the checklist authorities should disseminate information about
the checklists to the private sector. This will help businesses understand what the new tool is about,
encourage them to use it as a self-assessment instrument before an official inspection, and help
them focus on the main requirements of inpection to increase compliance levels. In this way, it is
also expected that a relationship of trust will be built between inspectors and inspected entities. As
suggested by IFC (2010), there are various methods for distributing checklists’ information, with
the most important being the publication of the checklist on the official website of the authority,
enabling businesses to download it at any time.

According to the IFC Checklist Guidance (IFC 2010), possible methods of checklist distribution include:
1. In national print media or publications that are popular in business circles.
2. Through government offices that interact with business entities on a daily basis (for instance, business
registration and licensing departments).
3. Through business associations and other nongovernmental organizations.
4. On the official websites of the state control agencies/supervising authorities.
Box 3: IFC piloting approach
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Apart from providing direct information and enabling businesses to download the checklist
from various sources, it is also recommended that—in light of the new supervision framework
in Greece—the authorities organize seminars, workshops, and focus groups with the business
community to explain the new tools and how both parties can benefit from the efficient use of
checklists in inspections.
Step 6: Finalize and adopt the checklist
Legal adoption of the finalized checklist will follow under this activity as foreseen in the legislation
of Law 4512/2018 (art. 147) through a Ministerial Decision or a decision of the Head of the
competent authority.
Step 7: Revise the checklist periodically
The checklists should be reviewed periodically by the inspectorate to:
a) reflect accumulated experience from both inspectors and businesses;
b) introduce new legislative norms to mitigate hazards;
c) adjust to new technologies and updated methodologies used by businesses that fall under
the categories addressed by the checklists; and
d) remove obsolete or negligible requirements.
Checklists should be reviewed and revised on a regular basis, drawing on the feedback of inspectors
who have used the checklist and of businesses that were subjected to it. Inspectors can identify
problems in the use of the checklists, particularly concerning the items and the procedure used
during the inspection. For example, the checklist may not efficiently reflect actual hazards or new
hazards may have come into play as a result of a new regulatory prioritization (EU or national).
These remarks should be part of the review process.
Feedback from the private sector should also be taken into consideration. For example, businesses
may report to inspectors that checklists are too strict, do not accurately reflect risk, or impose
an unnecessary regulatory burden. Businesses’ feedback can be used fruitfully by inspectors
to update and improve checklists. The checklists should thus be seen as a dynamic tool, which
also acts to build a relationship of trust between the public and the private sector, with the goal of
mitigating risks and increasing compliance.
There is no specific guide for the time frame of these periodic reviews. The ideal frequency of
review could be divided into two types: low-intensity review on an annual basis (especially when
the checklist is first being used), where comments from inspectors will be incorporated, and highintensity review every three years, where a focus group with the involvement of the businesses will
conduct the review. The above duration gives a reasonable time for authorities to collect feedback
from inspectors and businesses and examine the actual need for renewal, always keeping in mind
that amendments should follow the same principles to mitigate risk and increase compliance.
Longer review periods pose the risk of rendering the checklist obsolete, whereas review periods
that are too short may cause confusion and fail to provide adequate compliance intervals.
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B. Action B: How to develop the content of the checklist
Step 1: Adopt a uniform structure for the checklists
The form of the checklist should be built so that inspectors can use it easily and so that businesses
can easily understand the requirements and use it for self-checks. It is strongly recommended that
the checklist form (its layout and structure) be homogeneous across the same inspectorate and
–to the extent possible- across all domains of inspection falling under Law 4512/2018.
A checklist could be structured in the following form:
a) Introductory part
b) Control questions (which can be grouped into chapters)
c) Results
d) Recommendations or next steps.
The introductory part (usually short) includes information on the inspectorate, name of
inspector(s), and date of inspection. The cover sheet should also include key details on the
inspected entity, including the name of the business, an ID indicator for the business (such as its
Tax ID number, GEMI number, notification number, or any other code approval number that could
be useful for the inspectorate to track the business), the address of the business, contact details,
and the name of the responsible person of the particular business.

Table 2: Introductory part of the pilot checklist for slaughterhouses
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Table 3: Introductory part of the pilot checklist of the fire service for tourist accommodation

Step 2: Develop control questions of the checklists
Proper design and definition of control questions is a key element of a checklist. Control questions
should be defined narrowly, strictly following the mandatory requirements defined by laws and
regulations and technical standards (and not optional).
The checklist should NOT, however, be an exact blueprint of all requirements described in the
legislation, as not all of them may be related to the risks that the inspectorate is trying to mitigate.
The questions should enable verification of compliance with essential requirements—those for
which the failure to comply could have consequences with regard to risk or could create the
conditions for such consequences. Inspectors are experts on the subject of the supervision they
perform and, in practice, even without checklists, one could expect them to focus on the main
hazards that are identified in a business. Performing checks of all legal requirements is practically
impossible in terms of time and human resources.

According to the IFC Checklist Guidance the process of formulating questions and assigning weights to each of
them can be conveniently broken down into four major phases:
1. Classification of business activities by sector, since each sector and type of activity requires a separate
checklist (gas stations and oil refineries require different checklists that take into account the specifics of
their activities).
2. Selection of questions for each sector that the inspectorate deems adequate for conducting an analysis
and inspection of the business entity (only those questions that are the most essential for control should be
included).
3. Classification of the selected questions for groups depending on their importance and the potential
risks that could result from failure to comply with a certain condition (question). The questions may be
classified on the basis of the following criteria:
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a. Probability of emergency due to risk factors (high, average);
b. Likely direct or indirect harmful impact on those being protected (society, consumers, workers, the
natural environment);
c. Global or local extent of consequences with a focus on the entity being protected.
4. Assignment of a weighting to each question based on its importance, which is determined by applying
the criteria described above.
Box 4: IFC Checklist Guidance on formulating questions8

International experience shows that the list of questions should not be overly extensive (in order
to reduce the workload for both inspectors and business entities and focus attention on the most
important questions). A way to verify that the checklists do not contain excessive requirements
that deal with non-hazardous issues, and thus have low overall effect on the risk of the inspected
entity, is to test them in a limited number of mock inspections. If the inspector confirms that the
inspection with a checklist(s) does not extend the time for inspection, the number of questions
is not excessive. Grouping questions into thematic chapters can help to organize the checklist,
reducing repetition between questions and allowing for sequencing that follows the natural flow
of the inspection. For example, one chapter may address documentation requirements and the
files kept by the business, another chapter may deal with safety in production processes and
procedures, the next may assess certificates and training of personnel, and another one may deal
with equipment. Tables 3 and 4 provide some examples of chapters and questions in a checklist.
Control questions should:
a) Be defined strictly on the basis of mandatory requirements as defined by laws, regulations,
and technical standards—that is, select requirements that address hazards and mitigate them;
b) Formulate requirements into simple and clear questions, providing for non-equivocal
responses (yes, no, not applicable) that do not allow for ambiguous interpretation or using a
fixed scoring system (see Step 3);
c) Be specific and avoid generalizations about requirements;
d) Avoid vague formulations such as “etc.” or “et al.,” which may result in non-transparent
questions and, thus, in ambiguous interpretations; questions must also not include statements
like “should” because, in this case, the answer of “yes, no, and not applicable” is not direct (that
is, “should” may be yes or may be no); instead, they should be phrased in a way that illustrates
the real-time situation (Box 5);
e) Use common and understandable terms and definitions (derived either from legislation or
from common practice);
f) Record the real-time assessment rather than repeat the legislative norm (Box 5);
g) Be in a positive and not a negative form (Box 5); and
h) Be defined with a hypothetical inspection in mind, focusing on the most crucial points that
need to be checked to mitigate hazards.
8

The International Finance Corporation of the World Bank Group (2010). Guidance on Development and Introduction of Checklists by Controlling Agencies
[διαδικτυακό] available at: https://www.wbginvestmentclimate.org/uploads/check%20lists%20manual_en.pdf, Washington D.C.: The World Bank Group
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Unclear Question

Clear Question

Emergency exit doors should open outwardly

Emergency exit doors open outwardly from the

from the building.

building.

Yes No N/A

Yes No N/A

As a firefighting measure, a 20 m3 reservoir with

As a firefighting measure, a 20 m3 reservoir with

a feeding pipeline connected to the facility water

a feeding pipeline connected to the facility water

supply should be installed at the drilling site.

supply has been installed at the drilling site.

Yes No N/A

Yes No N/A

Ice is not produced from drinking water.

Ice is produced only from drinking water.

Yes No N/A

Yes No N/A

Consumers are well informed as per “X” Law

Consumers are well informed about “……” (the

provision

specific requirement)

Box 5: Unclear vs. clear questions

A common concern in selecting questions under a risk-based approach is how inspectors will deal
with legal requirements that are not included in the checklist.
First, it is expected that requirements that are left out of the questionnaire are not linked to high-risk
hazards; otherwise they should have been included in the checklist. Second, excluding questions
from the checklist does not mean that business operators are no longer obliged to comply with
them. Law 4512/2018 gives the solution by defining in art. 147 that:
“If non-compliance is identified with requirements that are not included in the check list,
and only if these fall under the inspector’s supervision area, the inspector notes the noncompliance with these requirements in the inspection report, and recommendations are
then made for compliance within a fixed time limit.”
In this way, business operators can be assured that in fulfilling the requirements of the control
questionnaire in the usual case (as defined in the checklist), they will not be forced to stop or
suspend their activities or be subject to fines or sanctions.
Nevertheless, neither the legislation nor the checklist limits the inspector to respond immediately
to exceptional circumstances. If, during the inspection, the inspector observes a high risk imposed
by a specific violation or the condition for a high-risk probability, he or she can act immediately.
This is likely to mean that the particular requirement was more important in this type of business,
and authorities should rethink whether this should be included in the checklist. If it falls under
the competence of another inspectorate, the inspector will inform the other authority accordingly
(per art. 152, “In the event that, during the inspection, they should discover information useful for
another competent supervisory authority, they shall immediately inform the said authority”).
Ultimately, what inspectors and inspectorates should care about most is mitigating risks that are
linked directly to safety and other public interest issues and are legally binding. This is exactly what
the checklist should focus on, as it is primarily a tool for enhancing the inspection process and
helping businesses understand the crucial points to be addressed through inspections. Indeed, if
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businesses comply with these requirements (and questions) and increase the level of compliance,
instead of dealing with details that are not linked to actual hazards, inspectors and inspectorates
will generally be successful in their goals.
Finally, checklists are not only memos for inspectors, but official proof that the inspector performed
an inspection, checked particular requirements, and identified non-conformities as noted in the
checklist.
Step 3: Appoint weight on critical questions of the checklists
As mentioned above, the main answers to the questions of the checklist should be formulated
as No, Yes, and Not Applicable. In addition, it is important for the authority to distinguish critically
important questions from questions of regular importance. This can be achieved by appointing a
weight to each question based on its importance. A good way to achieve this is either to use a
scoring system or by highlighting critical questions that will lead to more rigorous assessment.
A scoring system, while not mandatory, is a useful tool and a logical extension of the application
of the risk-based approach in the control questions. Scoring on the checklist has to be in line with
what the inspector has identified, and the score may reflect either the total number of negative
answers, which qualifies the result of control for a certain type of decision, or a numerical score
(in case each negative answer is given a numerical value).
Weights can range from minor, medium, and major to critical non-conformities. Non-conformity
with critical requirements (some or all) may even result in suspension of activity (or part of the
activity or operation), according to the measures decided by the inspectorate or the competent
authority.

Table 4: Chapters used in the pilot checklist for fire safety

Step 4: Build the results of the checklists
Checklists are official documents to be used during inspections, and they need to indicate the
inspector’s final conclusion, such as non-conformities observed and measures that need to
be implemented before the next regular inspection. Of course, checklists are not only memos
for inspectors, but official proof that the inspector performed an inspection, checked particular
requirements, and identified non-conformities as noted in the checklist.
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The checklist should: (a) indicate the most important requirements for both the business and
the inspector; (b) use the results for enforcement decisions(ratification, recommendation or other
measures to be imposed on the company); and, (c) use the inspection result for further risk
assessment and reprogramming the inspection of the establishment.
The usual way to build the outcome of the checklist is to define compliance levels as per the overall
assessment of the risk of the business—for example low, medium, or high risk. If the checklist
uses a scoring system, this could easily be calculated using the sum of the scores calculated for
each question or chapter. In this case, the checklist should initially define the scores correspond
to each risk category. Another solution is to calculate the percentage of conforming answers (yes)
over the total number of questions, either by chapter or overall, and define which percentages
correspond to high, medium, and low compliance.

Example of risk calculation and compliance level
Option 1: Use risk percentage for each chapter of the checklist
For each chapter there is a specific overall score, which is assessed according to the principle: High risk: over
60% - Medium risk: 30% -59,9% - Low risk: below 29,9% of the maximum achievable score
TOTAL LOW DANGER: out of 10 chapters, up to 7 low risk and up to 3 medium risk (no high) - or percentage
position
TOTAL MEDIUM RISK: out of 10 chapters, up to 2 high risk and any combination (low, medium) of the remaining
8 - or percentage position
TOTAL HIGH RISK: out of the 10 chapters 3 or more chapters are at high risk and any combination (low,
medium) of the remaining funds - or percentage position
Option 2: Use percentages of conformities over all questions of the checklist
Box 6: Example of risk calculation in two options

Once the business’s overall compliance has been calculated, it is recommended that a separate
sheet with recommended actions to be introduced in the checklist (Table 6). A follow-up inspection
then needs to be organized to inspect whether the areas of non-compliance have been addressed
and inspection measures followed. The checklist will help in recording changes in compliance
status after a follow-up inspection related to checks (questions) for which non-compliance was
detected, including the implementation of prescribed inspection measures. At this point, and for
facilitating both inspectors and businesses, we are referring to the Guide for the Development of
the Enforcement Management Model.
Finally, there should be two copies of the checklist, one of which is left to the business after the
inspection. The checklist should include a field for the signatures of all parties, including inspectors
and inspected entities (Table 5).

Table 5: Signature part of the checklist
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Step 5: Accompany the checklists with instructions to inspectors
It is recommended to draft a separate sheet of explanations and instructions to inspectors on how
to use the checklist. Instructions should focus on how to interpret a question (especially if questions
correspond to ambiguous legal provisions), which alternatives exist or can be accepted during
inspections, and how to assess the business in a particular situation. This will give a framework
for any conditions that would require the discretion of the inspector. It will also boost uniformity in
the use of checklists across different inspectors and inspectorates across the country, one of the
major goals of the checklist. Instructions are highly recommended when inspectors are many and
the inspectorate (or competent authority) is aware that different interpretations may occur due to
variations in inspectors’ practices. As an alternative to a detailed list of instructions, authorities can
use the Guidance to Businesses as a reference to resolve issues on interpretation.

Table 6: Recommended actions section in the checklist
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1. Purpose and scope of the guide
As it is not feasible in practice to inspect all economic activities with the same intensity, risk-based
planning—along with the outcome of the Complaint Management System—assists supervision
authorities in planning inspections to maximize the public benefit by mitigating existing or potential
risks to key public interests, particularly with regard to human health, safety, and the environment.
Inspections are conducted with the use of checklists, which ensure an optimal process for decision
making to deal with hazards while inspecting businesses. Following an inspection, enforcement
actions decisions are made with the use of the Enforcement Management Model (EMM), which
guides inspectors in imposing appropriate sanctions.
More specifically, art. 149 of Law 4512/2018 requires that each supervision and coordination
authority develop an EMM to guide inspectors’ decisions and actions following an inspection. In
parallel, art. 151 of the law introduces a unified approach to measures and sanctions that must be
adopted by all supervision authorities within two years after adoption of the law. To this extent, the
EMM is the tool that helps inspectors to implement the revised sanctioning system set out in Law
4512/2018 and to use their discretionary powers in a uniform way.
The purpose of this guide is to assist supervision authorities in developing an EMM for inspection
purposes, and to ensure consistency, uniformity, and quality in the approaches taken across
authorities. In parallel, the guide provides the basis for revising existing sanctions systems.
The guide is designed for practical use. It presents, in brief, what needs to be done to develop
an EMM that clearly sets out the principles that inspectors are to apply when determining what
enforcement action to take in response to breaches in compliance with legislative requirements.
Care should be taken to apply the method in a manner that suits the characteristics and the
special circumstances of each inspection domain. Figure 1 outlines the supervision cycle and the
supervisory tools used in each step of the inspection process.

Figure 1: Supervision cycle
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2. The Enforcement Management Model
2.1. What is the EMM?
According to Law 4512/2018, the EMM is the tool that guides inspectors in making decisions on
providing guidance and information and on imposing measures and sanctions in cases where
violations are identified during an inspection. The EMM sets out the criteria and parameters that
inspectors should take into account when taking enforcement actions in response to infringements
that involve risks to the public interest. These actions should be reasonable and proportionate to
the threatened damage to the public interest.
The EMM:

•

promotes enforcement consistency by setting out a structured and logical pathway for
decision making on enforcement;

•

promotes proportionality and targeting by setting out the criteria against which decisions are
made;

•

provides a transparent and accountable process by setting out the approach that inspectors
will use when arriving at enforcement decisions;

•

provides a framework for making enforcement decisions transparent, and for ensuring that
those who make decisions are accountable for them;

•
•
•

helps inspectors assess their decisions in complex cases;
guides less experienced and trainee inspectors in making enforcement decisions; and
allows for peer review of enforcement actions.

The EMM can also assist business operators in understanding the principles and procedures that
inspectors follow when deciding on a particular course of action.

2.2. How is the EMM used?
To the extent possible, the goal of the EMM is to:

•
•
•
•

reinforce legal obligations under the relevant legislation;
achieve outcomes consistent with the relevant legislation;
deter non-compliant behavior; and
assertively apply consistent and proportionate enforcement actions.

Each EMM is designed to assist inspectors in making enforcement decisions to achieve
consistency, efficiency, effectiveness, and transparency in the administration of the relevant
legislation. These guidelines set out general principles to provide an understanding of how each
supervision authority will approach enforcement.
When inspectors are carrying out their core functions, such as on-site inspections, they use the

Development of the Enforcement Management Model

56

EMM and consider the level of compliance to identify proportionate enforcement actions to secure
compliance. The EMM helps to ensure that the purpose and expectations of the inspection have
been met, thereby promoting consistency and fairness in enforcement. Following an inspection,
inspectors link their findings to an inspection risk rating and an expected response.

3. Enforcement
Enforcement is the total set of actions and measures taken to compel the observance of or
compliance with a law, rule, or obligation.
The purpose of enforcement is to:

•
•
•
•
•
•

ensure that the regulated party manages, and controls risks effectively to prevent harm.
bring a business, product, activity or process into compliance with the relevant laws;
promote and achieve sustained compliance;
prevent future non-compliance by the inspected business and other regulated parties;
ensure that the regulated party takes action to immediately deal with serious risks; and

ensure that the regulated party, who breaches serious requirements, creates risks, and fails
in his/her responsibilities, may be held to account.

3.1 The process of enforcement
Making decisions about appropriate enforcement is fundamental to the role of a supervision
authority. Inspectors use various enforcement tools and techniques to deal with risks and secure
compliance with the law, ranging from the provision of guidance to license revocation, sealing of
an establishment, and/or confiscation of a product. They can initiate or recommend prosecution
where the circumstances warrant criminal sanctions. The appropriate use of enforcement powers,
including prosecution, is important—both to secure compliance with the law and to ensure that
regulated parties may be held to account for failing to safeguard security, health, safety, and
welfare.

3.2 Principles of enforcement
Enforcement decisions should follow the following principles:

•

Enforcement actions must be proportionate in applying the law and in securing compliance
to prevent a future breach;

•

Decisions about an enforcement action must be transparent, impartial, justified and
procedurally correct;

•

Enforcement actions must be consistent in their approach.
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3.2.1. Proportionality
Proportionality means relating the enforcement action to the risks it is intending to
Enforcement actions taken by inspectors should aim to achieve compliance or bring
operators to account for non-compliance. These actions should be proportionate to
posed to the public interest or to the seriousness of the breach, which includes any
potential harm arising from a breach of the law.

mitigate.
business
the risks
actual or

In practice, the principle of proportionality means that inspectors will take into account the extent
of risk caused by the business operator’s non-compliance and will try to enforce actions that are
proportionate to the harm (Box 1).

In its Inspection Principles, the Danish Food and Veterinary Authority describes the “reaction” as
follows:
The control process should employ whatever sanctions are necessary to ensure that the regulations are
observed. On the one hand, the reaction should not be more radical than necessary, while on the other hand,
sanctions must have sufficient impact to ensure that the regulations are respected.
If the establishment or primary producer concerned fails to comply with the control authority’s sanctions, the
sanctions should be escalated.
Source: Danish Food and Veterinary Authority, Ministry of Environment and Food of Denmark
Box 1: Danish Food and Veterinary Authority

3.2.2. Transparency
Transparency means that any enforcement decision is clear to the business operator and that
the operator understands the way in which inspectors reached this decision over other options.
Transparency also implies that rules governing enforcement decisions are made public.
It is important to help business operators understand what is expected of them in order to achieve
compliance. Inspectors must therefore explain to business operators what to do to comply with
the law and why. It is preferable to resolve all points of potential differences before the end of the
inspection. In the case of prohibition, the inspector should explain why the prohibition is necessary.
3.2.3. Consistency
Consistency of approach does not mean uniformity; it means taking a similar approach in similar
circumstances to achieve similar ends.
Business operators who manage similar risks expect a consistent approach to enforcement
decisions from the relevant inspectors, whether this involves merely guidance or a decision to
prosecute.
Consistency is not a simple matter. Inspectors are faced with many variables, such as the degree
of risk, the attitude and competence of management, any history of incidents or breaches involving
the business, previous enforcement actions, and the seriousness of the breach, including any
potential or actual harm caused. Consequently, it is important that consistency is promoted in
decisions on enforcement actions.
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3.3. Types of enforcement actions
Inspectors exercise discretion to take any enforcement action they consider appropriate in the
circumstances. Paragraph 4 of art. 149, Law 4512/2018 suggests that an inspection decision
shall be based on the conclusions of the inspection, the documents reviewed, the results of the
checklist, and the analysis that took place during the course of or following the inspection. It is
therefore important that inspectors apply the right enforcement action after taking into account the
risks identified during an inspection and the establishment’s overall compliance level. The level
of risk derives directly from the outcome of the checklist, as described in Guide 2. The goal of
some enforcement actions may be considered punitive, whereas others may aim to preventing the
potential harmful impact of offenses.
Art. 151, Law 4512/2018 introduces the rules that inspectors can use in dealing with the identified
infringements, according to the severity of the risk caused. Most specifically, the law provides
inspectors the option of not imposing measures and sanctions on economic operators in cases
where there is a minor lack of compliance and instead provide verbal instructions, guidance, and
information on how to address non-compliance issues. However, where there is the potential for
serious risks to occur as a result of non-compliance, the inspectors shall impose a measure or
sanction that increases gradually if non-compliance continues.
Paragraph 5, art. 151, Law 4512/2016 describes the following common measures and sanctions
that could be adopted by supervision authorities as the basis for a future sanctions system in
Greece:
a) Guidance;
b) Written recommendation for compliance within a deadline, reinspection within a deadline,
and warning of enforcement of sanctions, where appropriate;
c) Imposition of a fine;
d) Temporary or permanent banning of operations;
e) Seizure, freezing, sealing, withdrawal, revocation, restriction of circulation and availability
on the market, or destruction of products that pose a risk to human health, safety, and the
environment, or of products that are sold without meeting the requirements set out in legislation
relevant to each case;
f) Reporting to the Public Prosecutor’s office, provided that the provisions stipulate criminal
punishment for the specific violation; and
g) Administrative measures and sanctions stipulated by specific legislation.
The choice of specific enforcement action will be determined with reference to the seriousness of
the breach of legislation and the desired outcome at the conclusion of the action.
As a guide, the provision of guidance and written recommendations are generally reserved for lowrisk or minor breaches; administrative penalties and fines should be imposed in cases of moderate
to serious breaches; temporary or permanent banning of operations and seizure, freezing, sealing,
withdrawal of products, license suspension or revocation, and prosecution referrals are generally
reserved for major or serious breaches of legislation (Table 1).
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Table 1: Application of types of enforcement

3.3.1. Guidance and provision of instructions
According to paragraph 2, art. 151, Law 4512/2018, if minor compliance issues have been identified
that do not pose a risk to human health and safety, the environment, or any other aspect of the
public interest, the inspector may provide the economic operator with guidelines, instructions,
and information on compliance. The provision of guidance and directions is important, especially
when it comes to small businesses. Small businesses are more limited in their capacity to address
complex regulations compared to larger businesses. It is therefore important to provide guidance
in cases where insignificant breaches are found.
3.3.2. Written recommendations
Written recommendations ordering a business operator to take specified action within a specific
period of time—or face the imposition of sanctions (as per paragraph 5a, art. 151, Law 4512/2018)—
can be issued by inspectors where there have been minor breaches of legislation, where the
immediate imposition of a financial penalty is not considered appropriate, and where a warning that
the business operator’s conduct is in breach of the legislation is considered a sufficient response.
Failure to comply, however, should lead to the imposition of stricter enforcement measures.
3.3.3. Imposition of a fine
The imposition of fines, as provided for in paragraph 5d, art. 151, Law 4512/2018, is generally a
stricter mechanism for securing compliance in cases where a more moderate breach has been
recorded or in combination with a license suspension or revocation and/or prosecution in case of
more severe breaches.
In general, fines should not be used as an enforcement measure in cases of insignificant or
minor breaches, but they should be imposed if the operator fails to comply with prior written
recommendations. The imposition of a fine should follow the principle of proportionality, under
which inspectors follow a predetermined model to calculate the level of the fine according to the
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severity of the breach and taking into account factors such as:

•
•

The level of risk;

The size of the business (using criteria such as revenue, number of employees, number of
beds in accommodations, and so on);

•
•

The compliance history of the business; and
The number of times the same breach has occurred.

This model should be included in the reviewed sanction systems to achieve clarity in decision
making.

The following table contains the calculation method applied by EFET before imposing a fine. EFET takes into
account the level of risk, the size of business, the compliance history and the multiple violations.

Box 2: Calculation method applied by the Hellenic Food Authority (EFET) before imposing a fine
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3.3.4. Temporary or permanent banning of operations
Temporary banning of operations (as per paragraph 5b and 6, art. 151, Law 4512/2018) is usually
imposed by suspending a license to operate or by temporarily banning (all or part of) operations.
This type of enforcement could be accompanied by a fine, and possible prosecution can also be
applied. Temporary prohibition of operations should be used in case major breaches are detected
that pose immediate risk to public health, safety, and the environment. In such cases, inspectors
should order a business operator to take specified actions within a specific period of time. When
the operator complies, this prohibition should be lifted.
Given that a permanent restriction on carrying out a business activity is the strongest response
to a violation, this type of enforcement action should be used only in cases of severe breaches
that have caused harm or pose immediate and irreversible risk to public health, safety, and the
environment, and when no other enforcement action has worked. Permanent prohibition should
not be used for first-time offenders who show willingness to remedy the situation and who have
cooperated with the regulator before.
3.3.5. Seizing, freezing, sealing, withdrawal, revocation, restriction of circulation and availability
on the market, or destruction of products
Seizing, freezing, sealing, withdrawal, revocation, restriction of circulation and availability on the
market, or destruction of products that pose a risk to human health, safety, and the environment,
or of products that are sold without meeting the requirements set out in the relevant legislation
for each case should be used in cases where inspectors have uncovered severe breaches of
legislation that relate to the safety of products. This type of enforcement is usually accompanied
by fines and possible prosecution.

Figure 2: The enforcement pyramid (The enforcement pyramid that depicts the enforcement response)

3.4. The enforcement pyramid
This approach follows the logic of an enforcement pyramid (Ayres and Braithwaite 1992). This
pyramid depicts the escalation of the enforcement response according to the significance of the
violation.
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The process of making enforcement decisions is complex. Each regulated party is unique, and
inspectors must have a thorough understanding of the risks and control measures associated with
each economic activity. It is vital that inspectors have the discretion to exercise their professional
judgement and choose between a specified range of responses, according to each situation.
Different inspectorates use different enforcement approaches to achieve compliance through a
proportionate system (Boxes 3–5; Annexes 1–3).

Health Canada’s compliance and enforcement activities help the protection against health and safety risks.
The decision factors inform the choice of actions.
Decision factors

•
•
•

Information pertaining to non-compliance:
health and safety risk factors

behavior of regulated parties, e.g., including conformance with the conditions of a marketing authorization and
post-authorization reporting requirements

•
•

compliance history
other factors

Choice of actions
A choice of actions intended to reduce non-compliance or respond to non-compliance are presented in a
pyramid. Actions at the top of the pyramid (prosecution, investigation) reinforce actions at the bottom (guidance,
education) by clarifying expectations and demonstrating that those who do not comply can be held to account.
Source: Health Canada, https://www.canada.ca/en/
Box 3: Health Canada’s enforcement approach

The Office for Nuclear Regulation’s enforcement guide states that the appropriate use of enforcement powers,
including prosecution, is important, both to secure compliance with the law and to ensure that those who have
duties under it may be held to account for failures to safeguard security, health, safety and welfare.
Source: Office of Nuclear Regulation (UK), http://news.onr.org.uk
Box 4: Types of Enforcement in the United Kingdom’s Office for Nuclear Regulation

Dairy Food Safety Victoria (DFSV) takes enforcement actions when deemed necessary to fulfil its statutory
objective to ensure that the standards which safeguard public health are maintained in the Victorian dairy industry.
Consistent with the principles of the Australian and New Zealand Food Regulation Enforcement Guideline DFSV
takes actions proportionate to the seriousness of the legislative non-compliance identified and the food safety
or business risk.
Source: Dairy Food Safety Victoria, Australia (DFSV), https://www.dairysafe.vic.gov.au/
Box 5: The Dairy Food Safety Victoria Enforcement Model in Australia
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4. Overview of the EMM
As described above, the supervision cycle consists of three major steps: planning inspections,
conducting inspections, and enforcing measures and sanctions (Figure 3). Inspections are
conducted with the use of a checklist that identifies the level of compliance. The EMM is used
at the final step of supervision to assist inspectors in considering the right factors and imposing
appropriate enforcement measures.

Figure 3: Tools used during the inspection process

As discussed above, the EMM includes the criteria and parameters that inspectors should take
into account when deciding on enforcement actions as a response to infringements that involve
risks to the public interest. To describe how the EMM is used, the following sections describe each
of its components separately to build an overall view.
The process includes:
1. The starting point of the EMM, which is the conclusion derived from the outcome of
the checklist;
2. Separating out the immediate risks that may need to be addressed first and are not
subject to review;
3. Identifying compliance issues that are not risk-based and were not taken into
consideration during the checklist-based inspection;
4. Applying factors related to the business operator; and
5. The enforcement conclusion.
To develop a proper methodology and tool for making enforcement actions, it is essential for
inspectorates to understand the concept, set the context, and define their scope of work.
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4.1. Starting point
Paragraph 4, art. 149, Law 4512/2018 suggests that the EMM shall be based on the inspection’s
conclusions, the documents reviewed, the results of the checklist, and the analysis that took place
during the course of or following the inspection. During an inspection, inspectors use a checklist
to gather information about the nature of the risks identified and the level of compliance (Guide
2). Checklists are the official documents that inspectors use during inspections to record risks and
identify the level of compliance. They indicate the inspector’s final conclusion, usually on the basis
of a scoring system that calculates the risk level of the establishment at that moment, as per the
overall assessment of risks found and the compliance level of the business operator. At the end of
an inspection, the establishment is characterized as low-, medium-, or high-risk according to the
compliance found and recorded by the inspectors at the time of inspection. This categorization is
the starting point of the EMM.

Figure 4: Starting point

4.2. Deal with serious risks first
Where an inspection identifies an immediate risk that can affect certain aspects of the public
interest, such as human health, safety, or the environment, it is important that inspectors deal
with this risk first. Inspectors should first address immediate safety and security risks, including
risk of serious personal injury and circulation of dangerous products that can cause serious risk
of permanent or long-term impact on the environment, cultural heritage, or animals—regardless
of the establishment’s overall risk classification or overall compliance level. Inspectors should use
the most appropriate regulatory tool provided for in the relevant legislation—such as temporarily
banning all or part of the activity or seizing products that are creating the risk—until the risk is
addressed.
By taking immediate action, the inspector is likely to have controlled the risk effectively such that
there remains negligible or no risk. However, the inspector will also need to determine:

•

whether further enforcement actions are required to secure sustained compliance with the
law in relation to all other risks they have identified; and

•

whether to consider criminal prosecution.

Inspectors should readdress the situation, identify any remaining risks, and continue applying
the EMM from the beginning. Figure 6 depicts the process to be followed in cases where an
immediate risk is identified.
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Figure 5: Dealing with serious risks

Figure 6: The inspection process when an immediate risk is identified

4.3. Determine compliance issues that are not risk-based
As presented Guide 2 on the development of checklists, checklists contain essential questions
that are related to risks. Through these questions, the compliance level of the business can be
derived. When applying the EMM to a particular case, it is important to ensure that all contributory
risk-based issues are identified and assessed.
However, some legal duties do not directly result in control of risk but still demand some actions
by the business operator, for example requirements to keep the notification file on the business
premises, to maintain a safety file or log, or to report incidents. These “non-risk-based compliance”
or “administrative” issues (Figure 7) refer to legal requirements that are not in themselves riskbased and are considered separately from risk-based issues in the EMM.
Where there is lack of compliance on these issues, enforcement measures are determined in the
relevant legislation and should be applied separately.
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Figure 7: Identification of non-risk-based compliance issues

4.4. Apply factors relevant to the business operator
Although an enforcement action should secure compliance with the law, it should also be fair and
equitable and have regard for the wider socioeconomic factors that are relevant to the local and
national business environments.
Paragraph 3, art. 149, Law 4512/2018 suggests that the decision making that follows the conclusion
of an inspection shall be carried out in accordance with the following criteria:
a) the reduction of potential hazards and the prevention or reduction of infringements and
irregularities or exclusion of these;
b) the behavior and the degree of cooperation of the economic operator undergoing inspection.
The inspector’s choice of enforcement action therefore has to be targeted effectively to achieve
maximum impact. Consequently, after choosing the initial enforcement action, it is important to
consider factors that are specific to the particular case (Figure 8). These are the factors relevant
to the business operator and may influence the final enforcement action.
Examples of factors relevant to the business operator may include:

•
•
•
•

compliance history;
previous risk incidents recorded;
motives for non-compliance (such as seeking economic advantage or unintentional breach);
possible willingness to comply.

Figure 8: Application of factors relevant to the business operator
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4.5. Enforcement conclusion
When the final enforcement decision is reached, it is important that the following principles be
addressed (Figure 9):

•

The enforcement action deals with the most serious risks in order of priority, and over an
appropriate time frame;

•
•
•

The cause of the risk has been addressed;
Immediate failures to control risk or comply with the law have been dealt with; and
Underlying problems have been addressed.

Figure 9: Enforcement conclusion

Bringing all components of the EMM together, the concept and process of the methodology can
be visualized as follows:
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Figure 10: The Enforcement Management Model (EMM)
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5. Developing the EMM step by step
To develop the EMM, each supervision authority must first complete certain steps to complete the
EMM.
These are:

•
•
•

Step 1: Determine the factors relevant to the business operator;
Step 2: Apply the factors relevant to the business operator in a flowchart; and
Step 3: Match enforcement actions (reviewed sanctions) to risk levels.

Step 1 – Determine the factors relevant to the business operator
As explained in Section 4.4, because each case is unique, inspectors should consider the factors
relevant to the business operator before deciding on the final enforcement action. It is important
that these business factors be included in the reviewed sanctions systems.
Before applying these business operator factors, each supervision authority must create a table of
these factors and consider their implications for the initial enforcement action (Box 6).

The Health and Safety Executive (HSE) takes into consideration the following factors:
Is there a relevant incident history?
YES

The dutyholder has a history of related incidents, or there is evidence of related incidents, eg
accidents, cases of ill health and/or dangerous occurrences.

NO

No previous history or evidence of related accidents, ill health and/or dangerous occurrences.

Does the dutyholder have a history of relevant enforcement being taken against them?
YES

Enforcement action has been taken against the dutyholder on the same or similar issues by
verbal warning, letter requiring action, notice or prosecution.

NO

No history of enforcement action against the dutyholder on the same or similar issues.

Is the dutyholder deliberately seeking economic advantage?
YES

The dutyholder is deliberately avoiding minimum legal requirements for commercial gain. (For
example failing to price for or provide scaffolding for high roof work).

NO

Failure to comply is not commercially motivated.

What is the level of actual harm?
SERIOUS

A ‘serious personal injury’ or ‘serious health effect’ has occurred as a result of the matter under
consideration.

NOT
SERIOUS

There has been no actual harm, or the harm has been no greater than a ‘significant personal
injury’ or a ‘significant health effect’.
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What is the inspection history of the dutyholder?
POOR

The dutyholder has an inspection history of significant problems, copious advice and poor
inspection ratings.

RESONABLE The dutyholder has an inspection history of nominal or piecemeal problems, where noncompliance has been related to new or obscure duties and where the rating history is in the
average range.
GOOD

The dutyholder has an inspection history of good compliance, effective response to advice,
consistently high standards and a low rating.

What is the standard of general conditions?
POOR

There is a general failure of compliance across a range of issues, including those matters related
to the activity being considered through the EMM. For example failure to address risks arising
from hazardous substances, machinery, transport, vibration, noise etc or inadequate welfare
facilities.

RESONABLE The majority of issues are adequately addressed with only minor omissions.
GOOD

Full compliance across the whole range of indicators with no notable omissions.

Does inspector’s assessment of the dutyholder give confidence thedutyholder can and will comply?
CONFIDENT

It is clear that the dutyholder is both fully capable of, and is strongly committed to, compliance
with the law through the effective management of health and safety, and can be trusted to
put the matter(s) right.

SOME
The dutyholder demonstrates some capability and commitment to compliance with the law
CONFIDENCE through effective management of health and safety.
LITTLE OR NO There is concern that the dutyholder does not have the capability, or commitment, to comply
CONFIDENCE with the law and ensure the effective management of health and safety.
Source: www.hse.gov.uk
Box 6: United Kingdom Health and Safety Executive – Dutyholder Factors

Step 2 – Apply factors relevant to the business operator in a flowchart
The way that business operator factors are applied, after the compliance level has been determined
by the checklist outcome, is presented in flowcharts. Each supervision authority should create a
decision tree that takes into consideration each compliance level (low/medium/high risk) and the
business operator factors (as explained above) that will assist inspectors in reaching their final
enforcement decision. This decision tree will be used by the inspectors following the end of an
inspection.
The elements in each flowchart vary because different enforcement expectations are influenced
by different factors relevant to the business operator. Each supervision authority should create
separate flowcharts, one for each risk that corresponds to the compliance level.
If the business is classified as low-risk (compliance level), it is unlikely that any further consideration
would alter this decision. This is because the risk is generally expected to be nominal. There may
be particular circumstances, however, under which writing a notice or a recommendation to the
business operator may be more appropriate if the matter has been raised previously.
Each supervision authority can use its own depiction of the process (examples are depicted in
Figures 11 and 12), as long as these depictions take into consideration the criteria and parameters
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that inspectors should take into account when taking enforcement actions, in accordance with art.
149, Law 4512/2018.
After applying the EMM, an inspector must deliver the inspection’s final conclusion to the business
operator.

Figure 11: Example of a high-risk compliance level flowchart, after applying factors relevant to the business
operator (adjusted from the HSE EMM)
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Figure 12: Example of a medium-risk compliance level flowchart, after applying factors relevant to the business
operator (adjusted from the HSE EMM)

Examples from the HSE can be found in Annex 4.

Step 3 – Match enforcement actions (reviewed sanctions) to risk levels
After conducting an inspection with the use of a checklist, the inspector identifies certain risks
and determines the risk level of the business based on its level of compliance. As explained
above, this compliance level is the starting point of the EMM. For an inspector to deliver an
enforcement conclusion after applying the EMM, it is important to have a list of the enforcement
actions (measures and sanctions) that are available in the relevant legislation and correspond to
the level of compliance.
Section 3.3 above provides a list of the types of enforcement actions (measures and sanctions)
determined in art. 151, Law 4512/2018, as well as the circumstances under which it is proposed
that they be imposed according the level of the breach. This list of possible enforcement measures
should be matched with the level of compliance (Table 2).
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Table 2: Match the compliance level with the enforcement actions available

6. Review of the EMM
It is advised that each supervision authority review the EMM after a pilot period. This review
will allow the creation of a tool useful tool that aligns fully with the possible enforcement actions
suggested in art. 151, Law 4512/2018.

7. Dissemination of the EMM
According to paragraph 1, art. 149, Law 4512/2018, each supervision authority must issue a
decision to adopt the EMM and publish the model on its website, as part of its commitment to
transparency. This will help to educate the public about the authority’s expectations and approach
to compliance. Operators and businesses who have specific obligations under the relevant
legislation are encouraged to familiarize themselves with each EMM.
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Annex

Figure 13: Health Canada’s Enforcment Approach (source: Health Canada, https://www.canada.ca/en/)

Figure 14: Office of Nuclear Regulation - types of enforcment (source: Office of Nuclear Regulation (UK), http://
news.onr.org.uk)
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Figure 15: Dairy Food Safety Victoria (DFSV) Enforcement Model (source: Dairy Food Safety Victoria, Australia
(DFSV), https://www.dairysafe.vic.gov.au/)

In the United Kingdom’s HSE model, when considering what enforcement action is appropriate,
the dutyholder factors are applied, where relevant, to the initial enforcement expectation. The way
that dutyholder factors are applied is represented in flowcharts. The elements included in each
flowchart vary because different enforcement expectations are influenced by different dutyholder
factors.
Figure 16 shows the flowchart used when the initial enforcement expectation is a “prohibition
notice.” Several dutyholder factors are being taken into consideration to determine whether
prosecution is also necessary.
Similarly, Figures 17 and 18 show the relevant factors taken into consideration in deciding whether
to impose a higher sanction than that foreseen in the initial enforcement expectation or to consider
a lower measure.
Figure 19 shows the factors considered in cases where a verbal warning is first considered. The
flowchart shows how dutyholder factors can influence this initial expectation in favor of instead
producing a written letter.
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Figure 16: Prohibition Notice
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Figure 17: Improvement notice
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Figure 18: Letter
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Figure 19: Verbal warning
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1. Purpose and scope of the guide
Art. 140 of Law 4512/2018 requires inspectorates to adopt a complaint management framework
to better align their responses to complaints with the law’s proactive, risk-based planning. The
objective of this framework is to allow inspectorates to concentrate their resources and deal with
serious risks in a timely manner and thereby reduce the time spent on low-risk or trivial issues,
investigation of which does not contribute to the accomplishment of the inspectorates’ objectives
and the attainment of better regulatory outcomes.
The purpose of this guide is to help inspectorates develop a risk-based complaint management
system by introducing objective, priority-based selection criteria for managing complaints.
Additionally, the purpose of this guide is to help inspectorates develop alternative responses to
complaints, instead of reactive inspections.
The guide is designed for practical use. It presents, in brief, the steps necessary to develop
a risk-based complaint management system from both organizational and technical (content)
perspectives. Consideration should be made to tailor the complaint management system to the
specific characteristics, methods, and tools that are relevant to each regulatory area.

2. The benefits of a risk-based complaint management system
In a risk-based system of supervision, inspections should be planned primarily on the basis of
risk assessments. Complaints should be used as a source of information to improve risk targeting
and inspection planning and should only in few cases lead to impromptu inspections. A riskbased complaint management system is thus indispensable in ensuring coherence between
proactive inspections that take place after careful risk-based planning and reactive inspections
that are unplanned and occur in an ad hoc manner in response to serious complaints. A risk-based
selection of complaints:
i. contributes to the development of an intelligence-led, risk-based, and outcome-focused
regulatory approach;
ii. ensures consistency with the broader risk-based strategy;
iii. filters out complaints at the low-risk end, which may be trivial or ill-informed and should not
divert the inspectorates’ resources away from high-risk complaints;
iv. prioritizes high-risk cases that jeopardize the regulator’s objectives and, in doing so,
contributes to better regulatory outcomes by redirecting resources to frontline activities that
have a higher impact;
v. develops a proportionate and consistent response to issues raised by the public; and
vi. leverages third-party complaints9 effectively as a source of high-quality data to enhance risk
assessments.

9

While such complaints should never be taken as the primary driver for targeting inspections, they are an important, complementary source of information.
For example, repeated, well-founded complaints about the same product or business should be a factor that markedly raises its risk level, which will in
turn cause inspections to become more likely and/or frequent.
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3. The strategic relevance of complaints in a risk-based inspection system
Complaints received by inspections agencies are an important source of information that can
be leveraged jointly with other data sources to inform the inspectorates’ risk assessments. The
primary use of complaints in a risk-based inspection system is as a source of risk analysis, rather
than as a key driver of inspection planning.
As discussed in Guide 1 on risk assessment and risk planning methodology, risk assessments
should be developed based on risk factors for targeting. Similarly, when receiving complaints
or other information, risk-based criteria should be employed to determine whether to conduct
reactive inspections, including the reliability or credibility of the information, the seriousness of the
risk outlined in the complaint, and the past track record of the establishment or product (previous
complaints), among others.
A systematic response (one complaint, one inspection) should not be pursued as a strategy, and
reactive measures such as investigations10 or inspections should remain in the minority compared
to proactive inspections. Reactive on-site inspections should be maintained for exceptional
cases where there is sufficient reason to believe that an imminent danger may be present and
an immediate reaction may therefore be warranted. Other types of measures should instead
be deployed to replace reactive inspections, manage these complaints with more proportional
responses, and maintain the inspectorates’ credibility as supervisory and enforcement authorities.

4. Developing a risk-based complaint management system – institutional
and policy aspects
The following steps and activities are recommended to initiate and organize the process of
developing a risk-based complaint management system.

4.1. Define a complaint
It is necessary to define what constitutes a complaint by providing a description of the source,
content, and substance. Inspectorates should aim to establish a harmonized definition to the
extent possible. This will help frontline staff to decide whether a concern reported by a complainant
is within the inspectorate’s mandate or should be rerouted to a more competent authority. For
example, each competent authority could adopt a definition of a complaint as follows:
“A complaint is a statement that something is wrong or unsatisfactory in relation to an
economic activity, that is sufficiently specific to enable identification of the issue, and
that has caused or has the potential to cause significant harm to the public interest, and/
or appears to constitute a significant breach of a law for which the enforcing authority to
impose compliance.”

10

An investigation does not necessarily include an on-site inspection. This is consistent with the Law 4512/2018 which provides the option of an on-site
inspection or not in Article 140, paragraph 3(c).
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4.2. Design a policy on investigating complaints
At the outset, inspectorates need to devise a policy on how to respond to complaints based on the
risks they pose to the inspectorate’s objectives. This should consist of a policy statement that is
made publicly available, ideally through an online resource, to communicate the new overall policy
change (from random or systematic inspection based on complaints to a risk-based inspection
and complaint management strategy). The policy should make clear that the inspectorate will not
investigate each complaint filed by the public through a brief and easily understood, non-technical
message on the change of strategy. It should clarify that decisions on whether to investigate will
be based on:

•
•

the complaint’s relevance to the inspectorate’s objectives;

the complainant’s profile (for example, complaints filed by anonymous or serial complainants
should be treated as less credible and therefore receive lower priority);

•
•
•

the substance of the complaint;
the perceived risks to the inspectorate’s regulatory objectives; and
the availability of resources.

This can be supported by a one-page colored guidance sheet for the public on when and how to
submit a good complaint.
The policy should also clarify any potential secondary usage of complaints, which may include
research, compilation of statistical data, and reports.

4.3. Identify all possible complaint sources
Given that complaints are a source of intelligence, the inspectorates should cast a wide net to
enable everyone to access the complaint mechanism as needed. Every natural and legal person
shall have the right to file a complaint with the inspectorates, be it a consumer, a current or former
employee, another industry, or any member of the public. This right extends to all entities in public
administration, including central and local authorities, legal entities of public law, and legal entities
of private law.
Complaints can be signed or anonymous and filed in a variety of forms, including electronically
(by email or through a dedicated complaint platform), in writing (by mail, by filing a report in hard
copy, or via fax), over the phone through a dedicated service number, or in person. The authorities
must encourage the electronic submission of complaints in order to manage them more effectively
and quickly.
Finally, information on violations that may pose risks to the inspectorate’s regulatory objectives
may come to the inspectorate’s attention through channels other than the traditional channels of
complaint management. For example, information in the media (paper, internet, social networks)
or information from other government institutions may come to the inspectorate’s attention without
being submitted as a complaint. In some cases, this information may not even be communicated
as a violation per se, but a skilled professional inspector may be able to recognize the risks
involved. To that end, inspectorates should treat any information that comes to their attention from
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any source according to the same process applied to complaints received through the regular,
formal channels. It is important to note that not every piece of information in the media can be
treated with the same importance as a complaint, and inspectorates should not be expected
to proactively track every piece of news. At the same time, inspectorates should incorporate a
proactive approach to complaint management, whereby staff is expected to acknowledge and
act on publicly available information that may pose risks to their regulatory objectives, even if this
information is not provided as a formal complaint.

4.4. Assign roles and responsibilities
Depending on the regulatory area and the department’s location, handling complaints can be a
time-consuming and labor-intensive task. Additionally, there is an opportunity cost to assigning
expert inspectors to the frontlines of complaint management, since these inspectors will have
to shift their time from regular control activities, thus leaving high-risk facilities with a suboptimal
level of control. Consideration must therefore be given to how to allocate human resources to
better manage this task. For example, the United Kingdom’s Health and Safety Executive (HSE)
has delegated this task to designated complaints officers who are tasked with recording and
investigating complaints. Inspectors are involved only when a complaint requires investigation.
Consistent with good risk management practices, inspectorates in Greece should consider
delegating this task to designated “Tier 1” and “Tier 2” staff who will be acting as complaints
officers in this area. By compartmentalizing this task, designated complaints officers can filter
complaints and only escalate those that are deemed to be high-risk and require an immediate
follow-up investigation. This could be facilitated either by introducing a dedicated central unit
to receive all complaints for each field/inspection domain (such as public health, environmental
protection, technical safety, occupational health and safety, and so on), or by introducing this
function separately for each inspectorate.
Moreover, clear protocols must be established regarding the hierarchy of decision making.
Recording of the complaint and less complex decisions, such as archiving a complaint if it is not
substantiated, should be delegated to less senior staff (Tier 1), while more complex decisions
should be handled by more senior staff (Tier 2). Tier 2 staff would, for example, decide whether
to investigate a complaint based on objective pre-set criteria or to make further inquiries about
the complaint, even if the complaint meets the criteria for investigation based on the risk analysis,
essentially triggering a follow-up with the complainant or other data collection before deciding
to allocate resources for investigation. Moreover, some matters may not fall clearly within the
purview of a single inspectorate, and joint action may be required among multiple inspectorates.
The decision on whether to redirect the complaint to another department within the inspectorate,
or to another inspectorate, should be taken by Tier 2 staff.
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5. Developing a risk-based complaint management system – operational
aspects
5.1. Design Standard Operating Procedures for complaint management
A robust complaint management system requires implementation of Standard Operating
Procedures (SOPs) to ensure a coherent approach to handling complaints. This activity can be
supported by developing process maps with decision trees to guide staff on how to manage
complaints. These can be illustrated through procedural charts to guide staff in the inspectorates
on the separate stages of the complaint management procedure—starting from submission,
recording, and initial review by a Tier 1 officer; then moving to the decision taken by a Tier 2
officer, the action taken, and the enforcement decision.
For example, the complaints officer must decide whether the claim satisfies the description/
definition of a complaint, as defined in 4.1 above, and whether it falls within the mandate and
jurisdiction of his or her inspectorate. If not, the complaints officer must be provided with clear
guidance on how to respond. At a minimum, complaints officers should obtain the full details of the
complaint and, if possible, details about the complainant. See Annexes 3 and 4 for two examples
on SOPs for complaint recording.
Moreover, following receipt of the complaint, the complaints officer should be required, at a
minimum, to provide confirmation of receipt and a ticket number and indicate that the complaint
was received, that it will be taken into account in the planning of inspections, and that all other
legally foreseen actions will be followed as applicable. It is proposed that the authorities adopt a
common standardized text in response to the submission of complaints.
If the matter satisfies the definition for a complaint but falls within the mandate of another
department/division within the inspectorate, or within the mandate of a different inspectorate,
complaints officers shall pass the complaint to the competent authority and inform the complainant
accordingly.
A performance standard must be set for this decision. When the complainant reports an issue
and there is a patent risk that inaction will result in serious injury, the complaints officer must be
required to decide immediately and route the complaint to the competent authority with no delay.
If the reported issue does not imply a risk of serious injury, the complaints officer must be required
to decide as soon as possible from the moment of receiving the complaint.

5.2. Draft the complaint record form
If the claim satisfies the definition of a complaint and falls within the scope of the inspectorate’s
mandate, clear instructions must be established on how to properly document it. Complaints
officers must be required to fill out a standardized complaint recording form to document all
complaints. The form must capture information about:
a) the complainant (where possible);
b) the dutyholder for whom the complaint is filed; and
c) the substance of the complaint (Box 1).
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• Registration record number and name of frontline staff member recording the case;
• Date and time of filing the complaint;
• Mode of filing the complaint (such as phone, email, mail, fax, dedicated website, in person/face-to-face);
• Information about the complainant (to the extent possible);
o Anonymous or
o Full name;
o Identification number;
o Address;
o Contact information (telephone number(s), email);
o Status (i.e. current/former employee, customer, member of general public, economic operator, other
government agency);
• Information on whether this is a first-time or repeat complainant;
• Date and time of the alleged violation (for example, the date and time that a product was consumed);
• Nature of/reason for the complaint (including symptoms of illness/injuries, if relevant)
• Supporting evidence, if available (such as photographs capturing the alleged violation, documentation proving
hospital treatment due to alleged violation, or remainder of product sample);
• Relevant information about the specific product or service, including whether it is an imported or domestic
product and the point of sale (such as a retailer, manufacturer, importer, distributor, or other);
• Relevant information about the economic operator;
o Trade name;
o Address;
• Relevant information about the establishment/facility, if applicable;
o Company name;
o Address.
Box 1: Required information in complaint recording form

Annex 1 includes an example of a complaint recording form for food safety. Similar complaint
recording forms must be developed for each inspectorate, depending on the relevant risk-related
factors for each regulatory area.
As soon as this information is filled out, and until a full transition to an electronic complaint reporting
system materializes, the complaints officer should file the complaint recording form in a complaints
log. The complaints officer will now be in a position to aggregate the answers into a risk score. The
aggregate risk score will help to determine the risk categorization on the risk matrix (Section 5.3).
Complaints officers will not be required to respond individually to each complainant unless
otherwise specified in specialized legislation governing the specific supervision domain.

5.3. Develop and assign risk scores to the information submitted and classify complaints
using a risk matrix
The information submitted by the complainant constitutes a raw version of the incident/alleged
violation and should be reviewed under the lens of the criteria stipulated in paragraph 2, art. 140,
Law 4512/2018:
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a) compatibility with the scope of the supervisory authority’s competence;
b) their presumably unfounded or unsubstantiated content;
c) submission of the necessary data to allow for an on-site inspection or survey to be carried
out;
d) the principal assessment that the report constitutes a violation of legislation;
e) the extent to which the incident is repeated;
f) the time that has elapsed since discovery of the problem;
g) assessment of the degree of risk regarding the direct or indirect effects on the public, or
another aspect of the public interest;
h) the group of consumers who are exposed to danger, and possible use by vulnerable groups;
i) taking into account the results of the testing of a sample supplied; and
j) their credibility when they arise from repeated submission by the same complainant without
having demonstrated their accuracy during previous inspections.
The risk assessment and classification of the complaint should take place as follows:
a) The complaints officer (Tier 1) initially determines whether the complaint falls within the remit
of the inspectorate. If not, the complaint shall be referred to a Tier 2 complaints officer and then
be redirected to the competent supervisory authority. If the complaint is relevant, the Tier 1
officer shall decide whether to refer the complaint to a Tier 2 complaints officer or archive the
complaint. Archiving by Tier 1 officers should apply only when:
i) the complaint does not qualify as such based on the definition, and
ii) the complaint is manifestly unsubstantiated based on the above criteria.
b) If the complaint is escalated, a Tier 2 complaints officer should evaluate the significance of
the submitted information vis-à-vis the criteria above and exercise discretion and professional
judgment to classify the complaint into the appropriate risk category. To facilitate the complaints
officer’s work, specific fields/answers should be assigned a score. A low score (such as 0 or
1) can be assigned to answers that indicate low risk to the achievement of the inspectorate’s
objectives. A higher score (such as 2 or 3) can be assigned to answers that indicate a medium
or high risk to the realization of the inspectorate’s objectives. Given that the risk assessment
that is initially performed to plan inspections will have teased out the most significant risk
factors in each regulatory area, these can be leveraged for this exercise as well.
In cases where the inspectorate allows complainants to file their complaints online through
a dedicated website, the risk score allocation could be embedded in the online form. Annex
2 provides an example of an electronic consumer complaint form used by the United States
Department of Agriculture (Food Safety and Inspection Service).
The total score of the complaint will classify the complaint into the appropriate risk category.
Consistent with the risk matrices developed for proactive inspection planning and targeting, the
risk matrix for the initial risk categorization of complaints must refer to both the likelihood of the
adverse event and the expected severity of harm if the event materializes. The intersection of
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these variables will determine the total risk score for each recorded complaint. Each category
of the risk matrix can correspond to an initial decision regarding the complaint.

5.4. Use existing information to strengthen the initial decision-making process
The initial decision risk matrix is a valuable tool that helps the complaints officer make an initial
assessment based on the information received by the complainant. This information can be
combined with the inspectorate’s own intelligence regarding, for example, the compliance history
of the specific economic operator/establishment or additional complaints about the same operator/
establishment and, if possible, with the intelligence of other inspectorates as well. By leveraging
the inspectorates’ own intelligence, complaints officers can make a more informed assessment of
the complaint and decide on the most appropriate follow-up action.
If the complaint is considered to be an isolated case and the decision on the follow-up action
is made exclusively based on the initial decision risk matrix, the complaints officer would miss
an important perspective. The lens of the inspectorate is therefore a valuable resource when
classifying a complaint. Annex 5 contains an example of a flowchart used by HSE in the United
Kingdom to combine the information resulting from the complaint with existing information within
the inspectorate as a final step before determining the most appropriate follow-up action.

5.5. Develop SOPs to define follow-up actions based on the initial decision matrix
and filters
The final risk classification assigned to the complaint, following application of the initial decision risk
matrix and the filters, will determine the appropriate follow-up action, as stipulated in paragraph 3,
art. 140, Law 4512/2018. The options provided by the law must be clearly linked to each risk class:

•

Pursuant to art. 140(3)(a), low-risk (green channel) complaints should be archived, rerouted
to the appropriate inspectorate, or recorded and incorporated in regular inspections planning
activities following confirmation by a Tier 2 officer.

•

Pursuant to art. 140(3)(b), medium-risk complaints (orange channel) should be recorded
and incorporated in inspection planning activities or trigger an investigation with low priority.

•

Pursuant to art. 140(3)(c), high-risk complaints (red channel) should be recorded and
incorporated in inspection planning activities and trigger an urgent investigation, which may
include an on-site inspection. It is recommended to set a time limit for follow-up, to ensure that
these complaints are consistently managed within a mandated time frame. The highrisk class could be further split into two brackets, and this would need to be reflected in the SOP.
One bracket would include complaints that must be treated with the highest priority and require
an immediate investigation within 24 hours of receipt. A second bracket would trigger an
investigation but without being prioritized, which could take place, for example, in 10 days or
even more.
In cases where an inspection is conducted as a result of a complaint, the appropriate enforcement
response will be selected depending on the inspection outcome (see Guide 4 on the Enforcement
Management Model).

5.6. Review the Complaint Management System
Complaint management can be further strengthened by introducing and publishing a periodic
and systematic analysis of received complaints. This could consist of an annual review whereby
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complaints are disaggregated by indicator, such as complaint type, industry, product, sources/
credibility, positive/negative outcomes, actual harm related to a complaint, date and time of
reported violations, and others. This analysis would allow for summary statistics on the complaints
submitted in each year to enhance the transparency of the system. The analysis could also help
senior management at the inspectorates and line ministries gain perspective by offering a bird’s
eye view of the complaint management system. In aggregating key indicators, this type of analysis
could reveal patterns that point to the need for a calibration in the inspectorate’s strategy, either
in inspection planning or complaint management. For example, analysis may reveal a systemic
problem in a subsector or product that would not have been easy to identify based on a case-bycase complaint review. Finally, this analytical exercise could help to address regional variation in
inspection strategies and implementation by improving coherence across regional units.
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Annex
Annex 1: Example of a complaint form in the food safety domain, including an assigned
risk rating for each data point collected
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Annex 2: The Electronic Consumer Complaint Reporting Form of the United States
Department of Agriculture (Food Safety and Inspection Service)
The website11 has skip logic12 features to filter out requests that are not relevant to the Food Safety
and Inspection Service. For example, complainants are prompted to answer two pre-qualifying
questions before they can file their complaint. If the complaint relates to a food safety issue that
is not linked to specific product categories, for example, complainants are not allowed to file
their complaint. Instead they are prompted to contact the appropriate agency. For instance, if the
complaint relates to food safety in a food establishment (such as a restaurant) complainants are
prompted to call the Health Department in their city, county, or state.

If the complaint falls under the mandate and jurisdiction of the Food Safety and Inspection Service,
the complainant is prompted to fill out the following six forms.

11

Available at: https://ccms.fsis.usda.gov/ECCF/Index.aspx

12

Skip logic is a feature that changes what question or page a respondent sees next, based on how they answer the current question. Also known as
“conditional branching” or “branch logic,” skip logic creates a custom path through the survey that varies based on a respondent’s answers.
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Annex 3: Example of a decision tree upon receipt of the complaint
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Annex 4: Example on a complaints procedure flow chart
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Annex 5: Example of a flowchart that draws on existing information of the inspectorate
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If the answer to any of the questions is “yes,” except for the first question, then the risk rating
is escalated, for example from green to amber/orange or amber/orange to red. In this context,
welfare complaints, which are not assessed using the risk matrix, should be considered under this
filter, which asks whether welfare provision significantly below that required by law. Complaints
officers are required to whether if there is a denial of basic employee welfare facilities.
For complaints where there may be political sensitivity, the case should be discussed with a Tier
2 officer. Examples include all conventional health and safety issues at nuclear sites, or issues
raised by elected members of local or central government.
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1. Purpose and scope of the guide
This guide for development of guidance to businesses is completing the new supervisory tools
prepared in accordance with the new institutional framework (art. 136 of Law 4512/2018) . The
new supervision and inspection model , through the tools presented—risk assessment, checklists,
the Enforcement Management Model, the complaint management system, and guidance to
businesses—creates an innovative framework with aim to achieve mutual benefits for supervisory
authorities and businesses.
The existing institutional; framework of Inspection mechanisms is changing and requires a smooth
transition and mutual adjustment on the part of concerned parties (supervisory authorities and
businesses). The main changes concerned new principles, a set of operations and actions that
constitute the supervision process (Table 1), strengthening the compliance.
The supervisory bodies (art. 142) acquire a new role, enabling them to provide necessary
information and advice to businesses on various issues, as laid out in Table 1:

Table 1: The supervision proces

The main purpose of this guide is to:

•

transmit to the supervisory authorities the basic principles to be followed when provide
guidance to businesses, with the aim of achieving effective implementation of the new
supervisory framework;

•

form a unified and standardized process used by inspectors for mentoring businesses based
on defined principles and methodology;

•

develop an the appropriate information among the relevant parties on the need for supporting
guidance to businesses;

•

contribute to the dissemination and diffusion of best practices.
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•

serve as a key tool for communication between supervision authorities and businesses, with
the aim of better implementing legislative requirements and enhancing business compliance.
The guide provides broad outlines of conformity in the new framework, with a dual purpose: (a)
to inform businesses about new oversight arrangements; and (b) to mediate between supervisory
authorities and businesses by establishing an information and learning process in which businesses
acquire the necessary information and skills to meet compliance in their daily practice.
To build this channel of communication between supervisors and businesses, it is appropriate to
understand the basic types of non-compliance: unintentional non-compliance, escalating noncompliance due to complexity, and intentional non-compliance.

Figure 1: The dual purpose of guidance to businesses and three types of non-compliance

The supervisory authorities, through proper guidance and information, will play a key role in
consolidating trust between businesses and the state. With clearly defined rights and obligations,
the two sides will be able to work together to build a modern governance model that will support
consistency, legality, compliance, and, ultimately, the proper functioning of the market.

2. How to decide on the content of the guide
Before starting to develop the guidance to businesses, a key question is how to decide its
content and the scope of information to be covered. Businesses will have different compliance
requirements depending on the type of economic activity carried out and the sector to which they
belong. As a result, they will need different guidance.
As supervisory authorities inspect more than one object or different areas of oversight, it is
important to be able to prioritize information by taking into account certain parameters.
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Figure 2: Key parameters in prioritizing guidance to businesses

In determining the content of the guide, the authority should first decide which compliance needs
and individual objectives should be strengthened. The first step is to define the target group to
which the guide is addressed (for example, large enterprises, small businesses, or consumers).
Key criteria that can guide the supervisory authorities in better targeting the appropriate information
to the right businesses can be summarized as follows:
a) High risk: activities that pose high risks for important aspects of public interest, such as
health, safety, and the environment; and those that could potentially endanger important groups
of the population (employees, for example).
b) Business sector approach: specific business sectors are often required to comply with
requirements that address high risks (for example, the chemical industry).
c) Production process: the production process following specific business categories (such
as food enterprises) is recommended at individual stages, each of which have different
compliance requirements (including the receipt and storage of raw materials, production,
packing/repacking, and storage).
d) Legislation: Legislation often specifies compliance requirements, but may be characterized
either by complexity or a lack of clarity.
e) Business size: Business size is inevitably associated with the range of consumers with
whom the business interacts and the infrastructure/resources upon which it can draw to meet
compliance requirements.
f) High frequency of specific infringements: The most frequent infringements detected by the
supervision AUTHORITY ARe set in priority in order to ACHIEve prevention AND enforce
COMPLIANCE

towARds them.

Following the above, the supervisory authority should take into account the cognitive understanding
and professional status of the specific reader, as guidelines would be written differently if they are
supposed to be read by a manager for a plant security manager, a worker, a business owner, and
so on.
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The example followed by the Ohio Environmental Protection Agency’s oversight authority reflects the structure of
the relevant guidance content to help small businesses understand and comply with environmental requirements.

Box 1: Sample guidance table of contents
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The supervisory authority, in addition to providing more general information and guidance on the environmental
compliance of small businesses, has chosen to include self-compliance checklists on significant environmental
topics (such as air pollution control and cleanliness of drinking water). The self-compliance checklists emphasize
the critical points and the most important compliance requirements that small businesses have to meet.
Box 2: Sample self-compliance checklist

3. Governing principles for the content of the guide
It is commonly accepted that all businesses benefited when they implement and maintain effective
compliance programs. Especially for large companies, such programs make it easier to comply
with legal requirements and adapt quickly to changes in the regulatory environment. For this
reason, guidance and information focuses mainly on small and medium enterprises, as they are
more likely to fail to comply successfully with legal requirements due to structural characteristics,
fewer resources, lack of experience, and information deficits. Compliance requirements are often
costly (in terms of time and money) for such businesses, as they are forced to hire external
experts (such as consultants, engineers, and accountants).
The guidance, through appropriate communication should aim to convince micro, small, and medium
enterprises (SMEs) that compliance serves their business interest and can be an advantage. In
summarizing the benefits, it becomes clear that compliant businesses avoid legal problems and
long term judicial processes, help maintain their reputation, and greatly reduce potential risks and
costly. Businesses with a high compliance profile are more attractive to prospective economic
partnerships and cooperation opportunities.

Figure 3: Benefits of compliance for SMEs

Particularly important is In this sense, guidance on required compliance activities should focus on
ensuring the best possible result.
The guidance provided to businesses should focus on the risks that the specific supervisory
authority is trying to limit. Inspectors, as specialists, can focus on the main and most important
risks and prioritize the most critical points among all the legal requirements that exist.
The guidance should select, through this classification, companies will be able to know and assess
the severity of the infringements in order to deter them.
The effectiveness of the guideline depends on whether it helps businesses understand how to
comply with the above requirements. The guidance should give businesses confidence that the
advice and information it offers are complete, accurate, and in line with current requirements.
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Figure 4: Factors enabling compliance

4. How to organize the development of the guide
Step 1: Set up a working group
A small working group of three to six people must first be set up, with the main task of developing
the content of the guide according to the criteria discussed in Section 2. It is important for the
working group to include experienced inspectors in the field in order to have an in-depth theoretical
and practical background on the process and on failures in business compliance.

Step 2: Prepare the schedule of the working group for writing the contents of the guide
The working group should prepare a schedule that reflects the key points and deadlines associated
with the preparation of chapters/sections of the guide.

Step 3: Collection, composition, and configuration of the material
The working group will proceed with the composition of the material that has been collected and
will determine the format and size of the guide according to the target group and information
needed to meet defined objectives.

Step 4: Consultation with the private sector and business associations
Consultation with the private sector is deemed necessary as the businesses consist the main
recipient of the information provided. Feedback is essential for possible amendments and
improvements of the content.

Step 5: Regular review of the content of the guide
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The working group defines the period during which it is necessary to review and update the
content of the guide.

5. The “secrets” of good guidance
The practical application and usability of the guide can be ensured when the guide includes clear
principles and instructions.

Figure 5: The secrets of good guidance

5.1. Research, study, and plan
Research aims to collect and evaluate input from different sources (auditors, businesses, SMEs,
trend analysis, experience). The research supports achievement of the overall goal, which is to
strengthen business compliance. The objective and systematic gathering of information helps to
focus on the right audience, selecting the right message and focusing on the right actions and
compliance decisions.
The results that emerge from the research need to be presented in a manner that is easily
understood if it is to influence the businesses to which it is addressed; to change opinions,
attitudes, and stereotypes; and to elicit useful feedback.
Only through proper planning will the guidance answer the specific questions of businesses,
resolve their problems in a responsive manner, and improve businesses’ opportunities to meet
daily compliance difficulties.

5.2. Promote the right message
The selected information will need to be presented in a way that meets the needs of the target
audience (business community) and, above all, that provides an attractive indicator of the regulator’s
interest in the company’s “interest.” The message gains better traction when it is positive, simple,
clear, recognizable, unique, and memorable. Excessive use of technical terms and bureaucratic
language creates noise in communication and prevents good understanding of recipients.
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5.3. Create two-way understanding and communication
Understanding of values, goals, and business culture is a prerequisite for providing the right
guidance and tips for resolving problems related to compliance.

5.4. Speak the same language
The chosen communication code creates a common framework thatcover all levels of a business’s
employees who are required to comply (from high and middle management to average workers).
If a large number of staff are found to be foreigners, care should be taken to address the language
gap. Persuasive communication will highlight the benefits of compliance, aiming both to promote
consistent and positive behavior on the part of firms and to develop mutual understanding between
regulators and industry.

5.5. Breaking the Myths
Compliance is not a matter for “specialists,” but a day-to-day practice of the company that involves
all staff, from lower to higher levels.

6. Good practice in guidance
Good-practice guidance works to increase usability for the recipient to ensure compliance with
legal requirements (Figure 6).

Figure 6: Good-practice guidance

6.1. Good understanding of the target audience
Effective guidance requires an in-depth understanding of the specific characteristics and needs of
the business group being targeted by the guidance. Depending on the type of economic activity
being carried out and the sector in which they operate, businesses will have different compliance
requirements and need different guidance.

6.2. Business data and data design
The best way to understand the needs of business recipients is to search for data in the primary
source, ie. businesses and their official representative bodies (eg. Chambers, Unions). At the
same time, the experience of supervisors and their findings on compliance problems act as a
feedback to focus on the most demanding issues.
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6.3. Compatibility of the guide with a business mentality
Providing advice to businesses on compliance issues should not be performed by listing
or reproducing legal regulations and requirements. The complexity of the modern business
environment and growing financial demands have made the operation of businesses more
challenging, leading businesses to focus more on complying with their internal procedures than
with legal requirements.
In many cases, there is a failure on the part of businesses to connect their business processes
to legislative requirements. Confusion also arises when there are compliance requirements from
different regulatory aspects that need to be fulfilled at the same time. Advisory guidance should
be designed to describe the compliance requirements for each business stage.

6.4. Easily understandable content for the user
The more easily understandable the guide, the more easily it will be followed. The guide should be
written using clear and informal language that is adapted to the audience—that is, the businesses
it is targeting.
The guide should avoid the use of specific phrases and acronyms with which the end user (for
example, the employees of the business) is not familiar. As communication is not limited to text
only, the use of appropriate flowcharts and other illustrations will help in understanding.
Guides should be as short as possible so that users do not have to spend too much time reading.
The user should be able to recognize which compliance requirements are in line with the company’s
procedures so as to be motivated to continue reading the guide. Advisory guidance should be
concise, allowing businesses to apply it quickly.
6.4.1. Quick-start guide
A quick-start guide can be an effective way to introduce businesses to compliance measures. The
aim is for these guides to act as an entry point to compliance issues, especially for users with
limited understanding of the subject or for more complex issues.
The format and details of the guide may vary depending on user requirements. Quick-start guides
will include a brief summary of the guidance and could include key steps or a checklist with the
basic compliance requirements. The quick-start guide may be part of the overall guide, but should
not occupy more than 10 percent of the total guide.
6.4.2. Boosting business confidence regarding compliance
The effectiveness of guidance is judged by how much it helps businesses understand how to
comply with the requirements. The guidance should create a firm belief that the advice and
instructions are complete, accurate, and in line with current requirements and that they ensure
compliance.
To further strengthen the firm’s belief in “good compliance,” advisory guidance should be focused
mainly on positive statements about users’ expectations, scope, and possible constraints.
Appropriate information should be provided on who businesses can contact (for example, at the
offices of the competent supervisor) if they need further advice or clarifications.
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6.5. Issuing the Guide at a Good time
Issuing the guide at a good time is important, as it can reduce business compliance costs.
Businesses should be informed at the appropriate time of changes in the supervisory regulatory
framework in order to properly prepare their systems and procedures. Otherwise, delayed
guidance may cause excessive compliance due to a sense of insecurity and uncertainty over the
regulatory environment, with higher associated costs.
6.5.1. Easy access
The guide should be easily available to the user. Access by electronic means (on the website
of the supervisory authority or through relevant links) is deemed necessary. Other forms of
communication, including providing the guide directly to businesses or other business information
structures (such as chambers of commerce and industry links), are also useful.
The main goal is for the guide to be read by businesses. To disseminate the guide in the appropriate
way, it can be helpful to consult the business itself at the planning/development stage or the
relevant business community on preferred methods. The supervision authority should make sure
to check that the guide is available through the preferred channel.
To ensure widespread dissemination of the guide to businesses, a number of complementary
actions can be taken at the same time. Examples include organizing meetings with the business
community, publishing press releases, creating slides, producing short video simulations of
compliance actions for businesses, and creating summary posters of compliance guidelines for
employees.
A good practice in promoting the guide is to have businessmen and workers (opinion leaders)
serve as mentors, discussing their positive experiences and describing the benefits they have
gained in their everyday work by using the guide.
6.5.2. Evaluation and improvement
The evaluation, review, and feedback process is an integral part of the quality of the guidance.
Users will play an important role in this process, as their participation through comments and
observations should become active through specific channels of communication with the
supervision authority.
Even if the guide has been designed and tested well before publishing, it may not have the desired
results in practice. Improvements should then be set as a priority, especially when users point out
misunderstandings or practical problems that need to be evaluated and improved. It should be
stated clearly in the text of the guide that if will be reviewed formally within a specific time frame.
This way, users can be sure they are using the most up-to-date version. Each version of the guide
will be withdrawn or archived when a newer version is available.
By setting up the appropriate mechanism (for example, an online contact form or a link), the
supervision authority will allow users to participate in the review of the guide and to submit the
points they consider to be problematic or in need of correction.
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7. Conclusion
Based on European best practices, guidance to businesses is useful tool for enhancing compliance
by providing information in a way that is not restrictive or binding for the supervisory authorities.
The supervisory authorities should take all appropriate steps and measures to ensure the
availability of timely and accurate information on business issues relating to compliance with legal
requirements, including through:

•
•
•
•

Electronic messaging (email) or individual undertakings or associations of undertakings;
Replies through social media applications, in case supervisory authorities are involved;
Press releases or circulars on specific issues that require additional guidance; and
Organization of educational activities (such as seminars, workshops)

The supervisory authorities, through proper guidance and information, will play a key role in
consolidating trust between businesses and the state. With clearly defined rights and obligations,
the two sides will be able to work together to build a modern governance model that will support
consistency, legality, compliance, and, ultimately, the proper functioning of the market.
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