PDRP-6

Quality management of the
nuclear regulatory body
Peer discussions on regulatory practices

INTERNATIONAL ATOMIC ENERGY AGENCY, 2001

The originating Section of this publication in the IAEA was:
Safety Co-ordination Section
International Atomic Energy Agency
Wagramerstrasse 5
P.O. Box 100
A-1400 Vienna, Austria

QUALITY MANAGEMENT OF THE NUCLEAR REGULATORY BODY
IAEA, VIENNA, 2001
PDRP-6
© IAEA, 2001
Printed by the IAEA in Austria
September 2001

FOREWORD
This report is the outcome of the ninth series of peer discussions on regulatory
practices entitled Nuclear Regulatory Body Quality Management, held in March and May
2001, and which involved the participation of senior nuclear regulators from 23 IAEA
Member States.
This report conveys the essence of two peer group discussions and highlights some
good practices identified by the participating senior regulators. The shared experiences and
good practices presented in the report, however, do not necessarily reflect the views of and
good practices endorsed by the governments of the nominating Member States, the
organizations to which the regulators belong, or the International Atomic Energy Agency.

EDITORIAL NOTE
The use of particular designations of countries or territories does not imply any judgement by the
publisher, the IAEA, as to the legal status of such countries or territories, of their authorities and
institutions or of the delimitation of their boundaries.
The mention of names of specific companies or products (whether or not indicated as registered) does
not imply any intention to infringe proprietary rights, nor should it be construed as an endorsement or
recommendation on the part of the IAEA.
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1. INTRODUCTION
1.1. BACKGROUND
In 1986, at a Special Session of the IAEA General Conference, it was suggested that the
IAEA could play a role in assisting Member States in the enhancement of regulatory practices
with the objective of increasing the confidence of the public in the safety of nuclear power.
The IAEA subsequently sent out questionnaires on regulatory practices and on inspection and
enforcement. Summaries of the replies to these questionnaires were issued as TECDOCs.
In 1988 it was agreed that the most useful way to develop a peer review of regulatory
practices was for small groups of regulators to meet together, with an IAEA co-ordinator, to
discuss selected topics. It was intended that Senior Regulators from different groups of
Member States would discuss the same topic in a series of peer group discussion meetings,
putting emphasis on identifying beneficial aspects of practices rather than on comparing
regimes.
This objective was further enhanced when the Nuclear Safety Standards Advisory Group
(NUSSAG) recommended in 1989 that “to promote the sharing of experience through
increased professional contacts between nuclear safety regulators, a system should be
provided for the identification of commonly accepted good practices and to disseminate them
widely among Member States.”
As a result of this recommendation, seven series of meetings were held. The first, in
1989–1990, discussed Regulatory Inspection and Enforcement Good Practices; the second, in
1991–1992, dealt with Regulatory Good Practices Relating to Monitoring and Assessment of
Ageing of Nuclear Power Plants; and the third, in 1993–1994, addressed Policy for Setting
and Assessing Regulatory Safety Goals. The third series culminated in the publication of
Policy for Setting and Assessing Regulatory Safety Goals in 1995 (IAEA-TECDOC-831).
Starting with the fourth series of meetings, the reports of the peer discussions were
published in the PDRP reports series. They are: PDRP-1 Development of Measures to Assess
the Safety of Existing NPPs and the Effectiveness of Regulations and Regulatory Actions
(including ‘Prescriptive’ and ‘Performance Based’ Approaches); PDRP-2, Approaches
Relating to Decommissioning of Nuclear Facilities; PDRP-3, Regulation of the Life Cycle of
Nuclear Installations; PDRP-4, Assessment of Regulatory Effectiveness, and PDRP-5,
Regulatory Control of the Use of Contractors by Operating Organizations.
The present report arises from the ninth series of meetings, held in March 2001 and May
2001, which addressed the subject recommended by the Commission on Safety Standards
(CSS) and which was adopted by the IAEA as: Quality Management of the Nuclear
Regulatory Body.
The application of quality assurance requirements to the operating organization has
long been common practice in the Member States. This is one of the effective ways used by
the regulator to ensure the safety of the nuclear industry.
A quality management system or a quality assurance programme generally consists of
a high level policy statement, which reflects the commitment of senior management to the
attainment and continuous improvement of quality. It also states the objectives of the
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organization and designates the functional responsibilities. The next level is the description of
the management processes to be performed. This is followed by the implementation level
procedures for staff performing the work. The effectiveness of management processes and
work performance are evaluated by performing assessments and audits.
The necessity for adopting a similar approach to quality assurance in a regulatory body
has been considered for some time. Some Member States now have a formal quality
management or quality assurance system in place and it has been proven to be very useful in
improving the accountability of the regulatory work. Some Member States, learning from the
successful experience of the forerunners, are in the process of upgrading their internal
management arrangements to a more systematic quality approach. Nonetheless, some other
Member States consider that the quality assurance requirements should be applied to the
operating organization but have not taken steps to introduce a system for their own activities.
However, even in those cases the management practices in the regulatory bodies do have
implicit QA features.
It is important for this series of peer discussions to exchange experience between
regulators in developing and implementing the application of systematic approaches for
quality management (QM) within their own organizations.
1.2. OBJECTIVE
In order to assist Member States in developing and implementing a QM system for
regulatory work, the IAEA convened the ninth series of peer discussions on Quality
Management of the Nuclear Regulatory Body.
The objective of the discussions was to share experiences of regulatory bodies in
implementing QM systems in their own work so as to ensure that the regulatory control over
the licensees is effective and efficient and is commensurate with the mandate assigned by their
governments.
The results and findings of these discussions are summarized in this report which sets
out shared experiences and good practices identified during the discussions. Its intention is
primarily to disseminate information on existing experience and to identify beneficial aspects
of practices in order to provide guidance to Member States.
1.3. STRUCTURE AND SCOPE
The report sets down the peer group’s experience in developing, implementing and
evaluating QM within their regulatory bodies and identifies points to bear in mind when
introducing such a system.
This report is structured so that it covers the subject matter under the main headings
of:
·
·
·
·
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application of quality management to regulatory work
development and implementation of quality management
assessment and improvement of performance
good practices.

It is important to note that some good practices are included if they have been
identified by at least one of the groups. It does not follow that all of the groups or individual
Member States would necessarily endorse all of the good practices. However, it is considered
that if a single group of senior regulators judge that a particular practice is worthy of
recommendation, it needs to receive serious consideration. In many cases the same good
practices arise from all of the groups.
1.4. THE MEETINGS
Two meetings were held in March and May 2001. The list of participants at these
meetings is given at the end of this report. For the sake of continuity and consistency, the
same consultant was invited by the IAEA to chair both meetings. Each meeting was
independent, with no details of the discussions at previous meetings being disclosed. The
meetings proceeded in the same way with each participating member describing his or her
national regulatory regime and practices in turn, with the subsequent discussion examining
points of similarity and their merits.
The IAEA organizers set the stage for the discussions by asking participants to start
their discussions with the questions that can be grouped in the following four areas:
(1)
(2)
(3)
(4)

What is the necessity for a quality management approach to regulatory work?
What approaches are necessary and available to manage the quality of regulatory work?
What methods can be used to evaluate the quality of regulatory work?
What good practices can be identified for the QM of regulatory work?

At each of the meetings the participants divided into working groups and produced
reports. It turned out that for each of the meetings the size of the working groups was small
enough to enable efficient group work and in-depth discussion, the plenary session was large
enough for extensive exchange of experience. The results of the working groups were
consolidated into this final report by a small consultancy group.
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2. APPLICATION OF QUALITY MANAGEMENT TO REGULATORY WORK
2.1. GENERAL
Owing to different definitions in different publications the terms quality assurance and
quality management may cause confusion. The term ‘quality assurance’ used by the IAEA in
its Safety Standards and ‘quality management’ used in the series of ISO 9000 standards have
essentially the same meaning. However, the term ‘quality assurance’ in the ISO 9000
terminology is just a part of the quality management. In the context of this report QM includes
quality assurance, assessment and continuous improvement.
The requirement for nuclear facilities to have a QM system has long been a licence
condition in the Member States. However, the application of QM to the activities of the
regulator may not to date have been afforded the same degree of formality.
This is not to say that regulators without a QM system have not controlled their
activities or that they have not undertaken their responsibilities in a serious manner. Most of
them already have the elements of QM such as an organization, procedures, guidelines for
regulatory tasks, document control, training programmes, etc. Where this differs from the
formal QM system is that it is not as systematic or formalized as a QM system demands. Most
regulatory staff were highly experienced and the development of nuclear technology was
interconnected and relatively limited in scope. This situation made it easier to allocate and
control activities through direct contact with the technical areas of licensee activities and used
a more ‘hands on’ approach to regulatory work.
Over time many factors have evolved and challenged the regulatory situation causing
regulators to reassess the way they are organized, controlled and to question how their
performance can be improved. This may have also led to the realization that regulators may
have been anticipating in their outlook and therefore needed to be more pro-active to meet
potential problem scenarios. Examples from other industries in successfully applying QM to
their way of doing business and managing change has been seen as having merit by some
regulators and has led to the realization that QM is worthy of adoption.
This is further endorsed by the international perspective on the need for QM as
required in IAEA Safety Standards Series No. GS-R-1 [1] on Legal and Governmental
Infrastructure for Nuclear, Radiation, Radioactive Waste and Transport Safety which requires
that “The regulatory body shall establish and implement appropriate arrangements for a
systematic approach to quality management which extend throughout the range of
responsibilities and functions undertaken” (para. 4.5.).
2.2. STAKEHOLDER EXPECTATIONS
The identification of stakeholders (customers, in many QA references [2, 3]) is an
essential prerequisite for the QM system. However, in some Member States the term
stakeholder is not fully understood and not easy to translate. Stakeholders are all those who
have interest in an organization, its activities and its achievements. These may include the
public, government, licensees, employees and other regulators. Stakeholder expectations and
requirements constitute the main reasons for assessment of regulatory performance.
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Some of the factors which may influence the regulator to apply formal QM to its work
include:
·
New expectations, without commensurate increases in resources and requirements from
the public, government and the international community. The public seeks increased
reassurance on nuclear safety and protection, new revised legislation requires action,
whilst pressures from environmental groups place new demands on regulators.
·
New or increased reporting requirements from regulators for public, governmental and
statutory agencies. In some cases certain international financial bodies also require QM
system features to be put in place at the regulator before releasing funds for nuclear
investment or upgrading.
·
Transparency, openness and the consequences of poor nuclear safety performance
reflecting on regulatory credibility due to incidents, accidents and the associated liability
of perceived failure to regulate.
·
Increases in the scale, scope and complexity of regulatory work coupled with the
diversification of technology, requiring greater competence, expertise and attention from
a regulatory perspective.
·
Justification of cost effectiveness in those cases where licence fees or costs are invoiced
for regulatory work, including the substantiation of time and resources incurred by the
regulator.
·
Many regulators are experiencing a loss of experience as a consequence of an ageing
workforce and have to develop comprehensive training and development programmes
for newer staff to maintain competence and acceptable safety culture levels.
·
Progress in information technology, development of improved communications systems
provide better means of planning, communicating, controlling and recording than ever
before.
·
The regulator needs to achieve full coverage and implementation of all regulatory tasks
in an optimum and effective manner, to receive adequate feedback on the outcome of its
operations, to effectively and timely define its own improvement actions.
·
Safety decisions and their bases need to be traceable through a secure and formal
system.
·
Necessary human resources and competencies are available without diminution of
regulatory effectiveness, taking into account movement and replacement of personnel
and the developments of the nuclear programme.
·
Limited resources are justified and used effectively.
·
Opportunities now exist to obtain certification or accreditation through recognized
external agencies, this can assist a regulator to gain credibility and recognition through
approval of its QM system.
·
Liaison and co-ordination with other regulatory agencies such as those which have
jurisdiction over water, mining and environment related activities, may require
interfacing with their QM and communication and reporting systems.
·
International assessment and recognition by peer reviews such as IRRT or peer
exchanges at the regulator level provide independent and valuable feedback on the
regulator’s status against accepted international regulatory practices.
Reorganization can provide the opportunity, if properly managed, to introduce the
formal structure of QM into the regulatory organization and can act as a catalyst to promote
the desired change from the past to the future by introducing the concepts of continuous
improvement, enhancement of safety culture and of becoming a learning organization.
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2.3. ATTRIBUTES OF QUALITY MANAGEMENT
As well as having a proper foundation and framework, the QM system needs to
provide support for dynamic learning and improvement. The target is to be an effective and
efficient regulator with continuous improvement in performance. Studies have demonstrated
some features of QM that are common to all successful organizations. Examples of these
features are presented for instance in the ISO 9000:2000 standard [2] under Quality
Management Principles and in the European Foundation for Quality Management Excellence
Model (EFQM EM) [3] under Fundamental Concepts of Excellence. Applicability of these
documents to the public sector and especially to the nuclear safety authorities has been
demonstrated by some Member States, with good results.
It also needs to be realized that establishment and maintenance of the QM system is a
never-ending process that requires additional resources. From a resource management point of
view, short term benefits may be difficult to quantify or justify. The quality of key regulatory
work may also suffer due to increased attention to formal administrative matters in order to
comply with the QM requirements. However, benefits of a sound QM system always
compensate for costs in the long term, and such a QM system will help focus resources on
regulatory work.
Some of the attributes of a QM system include:
·
·
·
·
·
·
·
·
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receiving inputs from all staff and, once approved at the appropriate level, being
communicated to all concerned;
covering all regulatory work; and identifying all processes;
identifying responsibilities, accountabilities and reporting lines;
taking into account internal factors (human, motivation, cultural, financial etc.);
taking into consideration external factors, national and international, and the available
technology;
covering training and career development;
being extended to cover the work and documents, whenever technical support
organizations or consultants are employed on regulatory work;
identifying, producing and monitoring performance indicators.

3. DEVELOPMENT AND IMPLEMENTATION OF QUALITY MANAGEMENT
3.1. MAIN FEATURES
Top management has to commit itself to the total purpose of the QM system and to the
specific goals that are defined to make it a reality. The overall goal is to establish the QM
system and implement it. In order to make sure that the scope of the QM system is complete,
the jurisdictional boundaries (i.e. with other agencies) and the intended application scope of
the system within the regulatory body need to be identified. It is necessary that the QM system
be applied to all regulatory staff wherever they perform their regulatory work.
Care is exercised to ensure that the system is applied only to an extent and manner that
is appropriate to the importance and nature of the activity being carried out. In other words,
the QM system is seen to be sensible by the staff and the definition of the QM system and its
detailed scope of application reflects this.
A particular goal is to foster the creation of a quality culture within the regulatory
organization whereby the staff carry out their regulatory duties with a continuous and
instinctive regard for the need to do them in accordance with the mission of the regulator.
A schedule needs to be developed and agreed to cover all the basic stages or phases of
development and implementation of the QM system. This entails breaking the work into
identifiable and manageable sections, defining responsibilities for managing the work and
setting check points or milestones to track progress. In essence, this is not different from
planning and controlling any other project, although the scale and interfaces may be more
complex and wider ranging for QM.
Essential areas that need to be included in the schedule are the definition of training
associated with the various phases and the prioritization of critical activities that may warrant
special attention or precautions. The detail of schedules may vary according to the competence
and experience of the relevant managers and staff and will need to be tailored to suit the
available resources.
Communicating to the personnel the schedules, milestones and written reports
associated with the project for developing a QM system is an important area for management
to address. Contingency plans to cope with schedule overruns and unforeseen obstacles to
progress should be accommodated and allowed for in the time-scales. Regular progress checks
and rescheduling enables disruptions to be absorbed without major backtracking and loss of
motivation by the staff.
The aim should be to set realistic targets for each schedule phase linked to a master
schedule which tracks the progress towards overall project achievement. This in itself is a QM
exercise that can promote the discipline needed throughout the entire QM process. Figure 1
depicts the main steps in scheduling the establishment and implementation of the QM system.
It may be appropriate to apply a pilot project approach to certain parts of the
organization, with other parts using a staged approach. This would mean that QM is applied to
only a few processes initially, then that core experience is gradually involved and resources are
optimized so that QM may extend over the entire organization.
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Implementation

FIG. 1. Outline of the steps for the establishment and implementation of a QM system.
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3.2. PREREQUISITES FOR A QUALITY MANAGEMENT SYSTEM
Before a decision is made to embark on a formal QM system it is necessary to determine
whether the essential prerequisites are in place for effective regulatory functioning. These
include:
Legal basis
The regulator has the legal authority to regulate the siting, design, construction,
commissioning, operation and decommissioning of all nuclear installations under its
jurisdiction. This regulation comprises the establishment of requirements, standards, criteria,
guidelines etc., the granting (or refusal/withdrawal) of licences, the inspection and
enforcement activities, etc.
Governmental infrastructure
The regulator can only perform at a high quality level if a proper governmental
infrastructure is in place. This may comprise the support structure of the working
environment, the basic education schemes for the employees, decision making,
communications and co-operative arrangements between government authorities, etc.
Statutory independence
The regulator needs to be effectively independent of governmental or private
organizations that promote the use of nuclear technology or are in charge of the operation of
nuclear installations. The QM system needs to reinforce the regulator’s independence.
Mission/mandate
These terms generally describe the ‘purpose’ of an organization. The reason for
existence of a nuclear regulator is to ensure that the health and safety of the public, of the
workers in a nuclear installation and the environment are adequately protected.
The definition of the regulatory mission is important for understanding the mandate of
the regulator. The mission statement needs to be expressed in a short and understandable
manner. It may be clearly defined in the legislation which establishes the regulator and is to be
used as the ultimate goal of the QM system.
Quality policy
The quality policy is a broad statement from top management (head of the regulator or
equivalent) setting out the way the organization should accomplish its mission, and
communicating its expectations and means for managing the quality of the work of the
regulator.
The quality policy statement is usually prepared in consultation with managers and
often involves consultation with the staff. Once finalized, the quality policy statement is
officially promulgated and made known to all the staff. This can be done by several methods,
including placards, murals, circular letters, Internet and the regulatory body home page.
Internal discussions or seminars can be organized to ensure that all staff fully understand the
policy.
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In addition to issuing the policy statement, top management should demonstrate a real
commitment to developing and supporting the QM system. However, it needs to be
emphasized that the QM system is not a goal in itself, but one of the essential tools to facilitate
the attainment and retention of the regulatory mission.
Strategy
Strategy needs to be planned to cover the setting of long term objectives and to define
how to achieve them. The strategic plan is developed on the basis of current conditions and
needs to be periodically assessed and updated. It should also include the strategy for QM.
Vision
The development of a ‘vision statement’ is the task of top management and forms part
of the QM system documentation. It should present in a few clear words the aspirations of the
regulator and should be communicated to all concerned.
Values
Values and ethical rules need to be developed through consultation between the top
management and staff. The necessity to develop values and ethical rules for the regulator is
considered as very important in setting out the ground rules and acceptable behaviours. These
include such things as honesty, professionalism, independence, etc.
Human and financial resources
The regulator needs to be provided with the financial means and human resources in a
manner that is commensurate with its duties and responsibilities. This involves having a
sufficient number of personnel with adequate qualifications, experience and expertise, training
and retraining programmes and facilities. Adequate funding of the regulator is also essential.
According to the legal and administrative system of the Member State, these funds may be
provided by a public budget or through fees or a recovery of costs from the
operator(s)/licensees(s) or through a combination of these options. Quality also has costs but
the consequences of not having a QM system may be far more expensive for the Member State
if regulatory credibility and performance are allowed to drop below an acceptable level. An
efficient QM system can also provide the data and reports to justify expenditure and requests
for additional funding.
Cultural aspects
The culture of a Member State comprises a variety of human activities, values, attitudes,
legal aspects, understanding of concepts, meanings of words, etc., that are interactive and that
develop with time. The culture of a regulator is impacted by the Member State’s culture but
also contains elements that are specific for the mission it has to accomplish. IAEA-TECDOC1090 [4], Annex 3: shows ‘An example of a set of values that a Member State's regulatory
staff is obliged to follow’.
The QM system usually does not have any impact on the Member States culture, but has
a definite positive impact on the culture of the regulator. In order for this impact to be
effective, it is necessary for incoming documents (e.g. from the IAEA, the consultant, ISO) to
be translated or interpreted into the existing cultural environment of the regulator, without
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changing their basic content and message (it should be noted that IAEA documents are ‘culture
neutral’). The main aim is to make these documents perfectly understandable by the staff,
taking due account of their specific cultural environment and background.
In particular, it is advisable to adapt the application of general QM principles to
incorporate the national regulatory practice and regulatory framework, as far as is feasible and
necessary.
Working processes and functions
Current quality standards apply mainly to process management. However, most
organizations have some form of matrix management. This is a combination of both process
management and line (functional) management. The specific combination of process and line
management depends upon the complexity of processes, historical experience, size of the
organization, need for the creation of temporary teams for complex tasks, etc. What is
important is to cover all the processes and functions and incorporate them into the QM system
according to their priority and importance. A clear definition of responsibilities of all
participants is also necessary. Process management has some strengths but matrix
management may also cause some concerns.
If matrix management is used, the clear definition of responsibilities among all
participants needs to be drawn up, including timing. The formal creation of temporary teams
for complex tasks is used in some Member States. The decision to use process management or
line management depends on the complexity of processes, historical experience, size of the
organization, number of staff, etc. What is important is to cover all the processes and functions
and incorporate them into the QM system according to their priority and importance.
The quality of documentation prepared as an output of regulatory activities
(regulations, decisions, protocols, etc.) and the results of different processes (assessment,
inspection, etc.) as well as supporting documents (internal outputs) need all to be in such a
form that they can be used for public information and scrutiny if requested.
Applicability of available models
Preparation of a QM system consists of defining the different processes and activities
which have to be taken into account. One of the first tasks is to decide which model could be
used to identify and manage numerous linked activities and could create an acceptable QM
system.
It is considered that conventional quality standards and criteria such as ISO 9000:2000
for the establishment and assessment and the EFQM EM for assessment may be applicable for
the regulator’s QM system.
·
·

The advantages of using an established QM model include:
It facilitates communication with stakeholders and thus increases understanding and
transparency (the model can be used in public information).
It may reduce the probability of misinterpretation of instructions or directions. Usually
a guide is provided together with the model to assist the user.
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·
·

Although a QM model may contain a process logic that is fairly complete and
adaptable to regulatory work, each regulator may modify the model to suit its own
environment and purposes.
It acts as a type of reference standard in the QM system development and
implementation process.

Choosing a QM model does not mean that all activities in the model may be applicable
to the regulator. It has to be understood that successful application of any model is dependent
on appropriately trained staff and their in depth familiarization with the regulatory activities.
Certification
Certification, as part of the end result, is not strictly necessary. However, certification
serves as an independent and clear signal that the QM implementation as a ‘specific project’
has been completed to a certain reference standard. Formal certification is also a psychological
tool for the staff as it provides a visible goal to strive for, and the regular certification audits
reaffirm the status of the QM system. The commitment of recertification demands that the QM
system be continuously kept up to standard and provides a valid reason for it to be maintained
and improved.
Formal certification is associated with a QM standard such as ISO 9001. However, such
a standard may need some amendment (‘customizing the rules’) to make it applicable to the
regulator. Certification costs money but a recognized certification may make the QM system
more readily accepted by the staff and other parties.
Use of consultants
Many Member States consider that the regulator should make use of an independent
QM expert (e.g. external consultants) in order to get professional guidance on QM, if it is not
available within the organization. However, it is essential to select a consultant who can
demonstrate capability, competence and experience in the QM field, preferably in other
organizations with work comparable to the activities of the regulator.
The tasks of the consultant need to be carefully determined and documented to specify
what the consultant is to deliver. The management and staff need to realize that the consultant
acts as an adviser but not as the controller of the QM system.
A consultant can provide certain advantages such as having access to a higher level of
decision making, rethinking what has been done, bringing in new ideas and training/mentoring
regulatory staff. However, the factors of possible loss of management control to the consultant
and external interference need to be kept in mind. Consultants do provide expertise for a
specified period and can be contracted to deliver specific tasks. This means that the regulatory
staff can learn from the consultant and, with appropriate training, become competent to take
over the project of developing a QM system once the consultant has fulfilled the contract and
departed.
Interface with other agencies
There is a need to take into consideration the position and role of other regulatory
authorities which might impact the nuclear regulator’s functions and activities. This may
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require some involvement in the development of regulations to take into account the position
and role of other agencies in the process of licensing or it may involve participation in joint
inspection activities and event investigation or even enforcement.
It is essential that the top management of all involved agencies have a mutual
understanding of the interface issues, and where possible and feasible, corresponding QM
system elements of these other agencies ought to be co-ordinated into the QM system.
3.3. DEPLOYMENT
Prerequisites for deployment
Deployment is one of the most challenging phases of developing the QM system. After
and even in the process of the preparation of QM system and procedures, it is necessary that
the top management of the regulator implement appropriate arrangements to deploy the QM
into practice.
The regulator needs to identify and determine the functional responsibilities, the
reporting relationships and the levels of authority of individuals and organizational units as
well as clearly define the accountability of all staff and where, within the organization, the
regulatory decisions are to be made.
Staff need to be involved from the outset in the QM activities as this creates a sense of
ownership and can promote a positive attitude to quality.
An owner or custodian needs to be assigned to each procedure in terms of the
responsibilities of the staff and the processes concerned. All the necessary documentation has
to be readily available to staff and it may help to put the quality policy, schedule, programme
and procedures on the internal communication net or system.
It is also essential that the regulator organizes a series of training activities to make
staff familiar with the QM system and procedures. General training is to be arranged for all
staff on quality assurance principles and approaches and specific training courses are to be
given to the relevant personnel on the use of administrative and technical working procedures
and in the development of the QM system. A practice in a Member State for introducing QM
is the concept of a ‘quality day’. Activities concerning quality, such as presentations of
projects and quality achievements are organized and celebrated on this ‘quality day’. This
further aids the promotion and awareness of quality and raises the profile of QM and the
organization.
Deployment status of QM system
Deployment of formal QM practices depends upon the state of the current QM system,
and it is important for regulators to identify the entry level of the new QM practices. This
means identifying:
·
·

QM practices which are considered already acceptable for inclusion in the first version
of the institution-wide, formal QM system.
QM practices which need to be modified before being included.
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·

QM practices which are missing and which need to be established in order to complete
the institution-wide, formal QM system. This information will result from a comparison
between what the regulator has in place initially and what is prescribed for a complete
QM system by a selected reference or model.

Quality management documentation
A decision needs to be taken at an early stage on how many hierarchical levels of
documents would be an optimum. Such QM documents would include:
·
·
·

a policy statement
a quality manual
procedures.

The term ‘procedures’ embraces different types of documents such as regulations,
safety guides, internal administrative procedures, process procedures, work instructions,
records, etc.
Procedures are to be developed in a unified manner, preferably in accordance with
internal rules. The necessity of some procedures needs to be assessed. One Member State uses
the cost-benefit analysis as an instrument for decisions on the preparation of certain
procedures. Different approaches exist concerning the responsibility for procedures control
and updating (procedure owner or process owner). Familiarization with and understanding of
procedures should be documented. In one Member State all procedures are signed by the staff
to document their familiarization with the procedure. To ensure currency and validity, an
updated list of valid procedures needs to be available at all times and this will be a
fundamental requirement of the QM system.
Resources
It may be necessary to allocate extra resources for QM implementation. This may also
include costs for payment of consultancy services and person-hours. It is usually preferable
that the human resources be provided by the regulatory organization, because local
organizational knowledge and familiarity with its operations is essential for success. In order
to optimize the utilization of limited resources, feasible goals need to be set which consider
how much the normal regulatory work is actually affected.
3.4. IMPLEMENTATION OF THE QUALITY MANAGEMENT SYSTEM
The successful implementation of the whole regulatory approach through compliance
with a QM system needs to be facilitated by successful implementation of individual
procedures and the control of processes and functions.
Every employee is responsible for his/her own work. The activities implemented by
each staff member need to be followed up by the responsible line manager. The frequency of
such regular follow-up action depends on the complexity and duration of the activities.
It is considered advantageous for the regulator to nominate at least one suitably
qualified person to be responsible for monitoring the status of the QM system and for
providing advice and assistance concerning its effective implementation.
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This nominee may be an experienced QM practitioner who can handle the QM system
on a permanent basis or someone who would work with a QM consultant from startup and
take over control of QM when the consultant leaves and hands over the QM system.
As an ongoing task the procedure custodian or owner is allocated responsibilities
which may include developing procedures where necessary, follow-up of activities under the
scope of procedures for which they are responsible, updating of procedures, and the issuance
of corrective action requests as a result of regular follow-up action. All the corrective action
requests and the non-conformance reports need to be integrated, and the emerging trends of
conformity to the QM system manual and working procedures need to be analysed. This
analysis needs to be undertaken by the procedure custodian and the process owner in order to
evaluate the effectiveness of the QM system and the validity of the QM documentation.
Internal communication and consultation
Communications need to be planned, e.g. periodic QM progress reports to staff that
identify needed actions to bring the activities back on track, as well as periodic reporting to
top management. No staff member should feel excluded from the process, as this would tend
to undermine the positive messages given by management and other staff members. Effective
institution-wide communication works in two ways: ‘top-down’ and ‘bottom-up’.
To promote top-down communication, top management clearly communicates its
commitment, vision and expectations related to the development and implementation of a QM
system. It is also visibly demonstrating its leadership when corrective actions or redirections
are needed. The goals of the QM system, as well as the corporate definitions, descriptions and
all results of the project for developing the QM system (e.g. flow charts of regulatory process
descriptions) are communicated in a clear fashion to staff for comment. It is important to be
transparent with respect to colleagues, public, auditors, etc. and to invite staff to participate.
To promote bottom-up communications, top management needs to be informed of
progress and intermediate outputs of the activities on a regular basis and in accordance with
an established mechanism. This is achieved by the establishment of reports, action lists,
detailed work schedules, etc. As a result of staff feedback, top management can motivate staff
and gain their support by recognizing staff insecurity, any resistance to change, the current
regulatory workload and by assuring staff that all their suggestions, concerns and remarks are
duly taken into account and are valued.
Centralized control of implementation
A centralized or project type control system facilitates the regulator’s control of the
implementation and is a proven way to assure success. The project team report to top
management and regularly communicate with all staff. A typical project team could be a
single project manager plus assistance dependent upon the prevailing circumstances e.g. staff
numbers, scope of coverage, implementation deadlines, etc. The credentials of the project
team are vital (e.g. past experience, etc.), and they need to be good communicators, skilled at
handling people, approachable and adaptable. It is also important that the project team operate
according to strict QM principles and avoid becoming trapped in details or unnecessary debate
over trivialities. The skills and attributes of the project leader and the team can have a
profound effect on the success or failure of the QM system. It may be prudent to spend some
time and effort in their selection and training.
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Training
Appropriate training has to be provided to all levels of personnel in the regulatory
body organization: Top management, middle management, persons responsible for QM
system implementation and control e.g. project managers, task managers, department
managers, staff involved in a pilot project, and any other personnel involved. Training for
successful implementation of a QM system needs to be planned, designed, implemented and
its effectiveness evaluated according to a systematic approach to training. Some of the
elements that need to be considered are:
·
·

·

Training in handling conflict (how to lead/conduct a discussion and let everyone express
their own ideas without entering into conflict situations) is mandatory for those staff
members who have a leading or co-ordinating role in the whole process.
Training is relevant, contains the essential elements and is tailored to the different groups
(top management, management, project staff, etc.). Where possible and available the
assistance of a consultant can be very valuable in providing training with the correct
focus.
Training needs to be directed in support of the organization’s mission and quality vision
and needs to cover what is expected from staff in their contribution to the development
and implementation of the QM system.

Feedback and adjustment
Feedback of experience, including complaints and recommendations, is a basic
requirement in a QM system. Feedback is based upon written evaluation reports, check points,
documentation on completion of tasks or comment notes about the process or activities.
Verbal statements alone are often not sufficient, although top management could hold staff
consultation sessions for comments, suggestions and feedback with suitable arrangements for
any confidential feedback. Feedback is an essential source from which to optimize the QM
system, or at least to remove its deficiencies and to improve confidence. It needs to be
included as a vital element in the process of continuous improvement.
All experience feedback in handling the processes, including possible adjustments of
the regulatory work, needs to be executed according to the QM system. This brings the
regulatory work in line with external expectations and organizational strategy and keeps the
QM system and the regulatory process flexible and directed.
Feedback is vital to progress and ensures the currency of a QM system and, therefore,
adequate arrangements and planning need to be put in place to ensure a free flow of
information to the system.
Overcoming resistance to change
This problem needs to be recognized from the beginning and measures need to be
taken to address it. Resistance to new methods and opposition to the introduction of new ideas
is not new and is to be expected. Therefore, it is advisable to design the implementation
strategy to account for ‘real’ difficulties (staff acceptance, resources, etc.) and to identify and
discuss with the staff what the benefits can be for them by co-operating.

16

Management has to lead in order to show its determination to achieve the set
objectives, but it has also to provide time and opportunity for consultation with the staff, to
facilitate a common understanding and acceptance of the goals. It is also useful to identify
‘believers’ or promoters from the staff to participate in the initial phase, as they will support
the ongoing activities and form a core of motivated people to which others will more easily
adhere. Staff members will more readily accept the change if their peers convince them that
change is needed.
As previously mentioned it may be the policy to create a QM group to handle
implementation. However, they could be regarded as hostile or unconnected with real
regulatory work, e.g. they might be considered by other staff members as the only ones
involved in QM system. To overcome these perceptions, the QM team should work alongside
regulatory technical staff, thereby gaining their confidence and sharing the credit for successes
in quality system progress. To achieve this, it is desirable to plan for early tangible and modest
success rather than spectacular achievements which may take excessive time to realize and
may not reflect on individual staff members.
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4. ASSESSMENT AND IMPROVEMENT OF PERFORMANCE
4.1. ASSESSMENT
The reasons for which regulatory bodies embark on the development and
implementation of a QM system for their activities are peculiar to each Member State.
Examples of possible initiators are described in the discussion on stakeholder expectations in
this report (Section 2.2.). Whatever the reasons, regulators will need to define what it is they
want to achieve through QM and develop a strategy to make this happen. Having defined the
objectives of a QM system and being clear on the mission of the regulator are major steps in
identifying later whether the objectives have been achieved or not.
Setting out the current status of the regulator and comparing that with the desired end
state enables a gap analysis to be made. However, the identification of the desired state also
demands that a clear and achievable target be set and agreed. This desired state could be in the
form of a QM model, such as ISO 9000, IAEA QM recommendations and guidelines, IRRT
review conditions, external consultant models or a combination of these to suit the individual
requirement of the regulator.
What is important is the initial identification and agreement on what the desirable end
state will be. Once this target has been defined, the process of working towards its
achievement can commence. This will entail the production of realistic, measurable
milestones to gauge progress and indicate performance to date.
Comparison of the mission, objectives and outputs of the evolving QM system
provides measures and indicators of the current state of the QM system. Certification can be
an efficient and unambiguous method of confirming the adequacy and acceptance of the
complete QM system.
Attainment of the desired end state i.e. a full QM system covering all the processes
and functions of the regulator, would be merely an academic exercise if the outcomes of the
QM system did not meet the regulator’s overall mission and objectives.
Assessment of the successful achievement of the desired objectives requires that the
following areas be addressed: those under the direct control of the regulator and those which
do not but nonetheless bear upon the accomplishment of the mission. Each stakeholder: the
public, government, licensee, etc. has a different perspective of and legitimate expectation
from the regulator and if the regulator is to attempt to satisfy these expectations, the regulator
must recognize and integrate them into the inputs and outputs of the QM system. This will
facilitate the creation of indicators based upon what the stakeholders expect and what the QM
system can deliver. How these indicators are to be derived will depend upon the individual
situations pertaining to the Member State and the external and internal factors affecting the
regulator.
Some Member States have been successful in defining indicators whilst others are still
considering the best options to adopt; this section discusses possible ways of evaluating the
effectiveness of the QM system. Performance assessment and evaluation is essential to close
the QM cycle. The principle of independence of the evaluators from the area assessed needs to
be observed. It is noted that confirmation of the end state is also the starting point for the
maintenance and improvement process even though elements of improvement are introduced
in the last stages of the implementation of the QM system.
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Because the regulator’s mission is primarily related to health and safety of the public
and workers as well as the protection of the environment, a measure of the QM process is not
equivalent to a measure of regulatory effectiveness. Regulatory effectiveness would include
both measures of the regulator’s QM process as well as selected performance measures of
licensee safety performance. It is therefore not possible to separate completely the regulator’s
performance from the licensee’s safety performance, and similarly the perceptions and
requirements of the other stakeholders have a significant impact on the regulatory
performance assessment.
To date there has not been a universal or generally accepted measurement of regulatory
effectiveness. In its conclusion, the IAEA PDRP-4 Report [5] states that given the necessary
authority and resources as prerequisites, the regulatory body is effective when it:
· ensures that an acceptable level of safety is being maintained by the regulated operating
organizations;
· takes appropriate actions to prevent degradation of safety and to promote safety
improvements
· performs its regulatory functions in a timely and cost effective manner as well as in a
manner that ensures the confidence of the operating organizations, the general public and
the government; and
· strives for continuous improvements to its performance.
It has also been recognized that the IAEA International Regulatory Review Team
(IRRT) programme is an efficient tool to assist in the assessment of the effectiveness of the
regulator.
It is possible to develop a set of performance indicators which measure the efficiency
of a QM system. A list of potential indicators is provided later in this report but would include
the general areas of timeliness, productivity, and accomplishment of specific tasks. For
evaluation of regulatory effectiveness at different management levels, sets of measurable
indicators might be an appropriate tool. The list of such possible indicators was put forward
by senior regulators in Section 3 of the IAEA PDRP-4 Report.
It is considered essential that during the assessment process, feedback from
stakeholders and other objective performance indicators be gathered from sources such as:
· individual experts
· the regulator’s resource utilization data
· licensee sources
· public sources
· governmental and other agencies
· international organizations and institutions.
When considering indicators and performance criteria, it would be useful to consider
the perspective of all the stakeholders to assess what they would need to satisfy themselves
that their expectations or requirements are being met. This may assist in formulating realistic
indicators that meet the specific needs of each stakeholder and of the overall regulatory
mission.
When setting up a performance monitoring system, other factors affecting the quality
of regulator performance need to be taken into account, including:
· teamwork
· staff competence and training
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·
·
·
·
·
·
·
·
·
·

staff attitude
leadership
quality culture
safety culture
adequacy of procedures
staff access to tools and means needed for the job
communications ( internal and external)
human resources
financial resources
performance assessment methods.

Data from regulator performance is analysed to understand how future plans may be
affected. This allows performance assessment to be used as a positive tool to aid future
planning. Figure 2 shows an example of a performance monitoring process for planning and
budgeting.
While each regulator has its own unique organization, there are generally three
categories or levels of management oversight. First, the executive level is responsible for the
agency mission and policies, communicating with internal and external stakeholders, and
ensuring that the organization has the tools, information and resources necessary to achieve
the organization’s objectives. The executive level establishes the organizational outcomes and
success criteria. Second, the leadership level is responsible to the executive level for
identifying the tactics needed to meet the established success criteria and providing access to
the tools, information and resources needed by others to plan and execute tactics. Third, the
operating level is responsible for directing the line staff in the execution of the established
tactics.
All three levels of the organization play important roles in the evaluation of regulatory
effectiveness. The organization’s mission and expectations are developed by the executive
team and are transmitted down to the leadership level where they serve as input for the
establishment of more specific and detailed targets and expectations. Similarly, the leadership
level’s expectations serve as input to the operating level’s development of even more specific
and detailed targets and expectations.
The evaluation of performance data starts at the operating level and is subsequently
used as the basis for performance reports to the leadership level. The leadership level report
serves as the basis for developing reports to the executive level. Each management level
within the organization understands and operates with consideration for the distinction of the
responsibilities and authorities of each level. While the executive team is responsible for the
overall mission and its outcome goals are at a high level, the operating team responsibilities
and targets are of a much more detailed and specific nature. Similarly, the operating team
would assess performance on a nearly continuous (daily) basis, while the leadership team
would act on a periodic basis (monthly) and the executive team at even less frequent intervals
(quarterly). The frequency and level of detail of performance monitoring varies with the level
of organizational management. During the performance evaluation stage, each level of
management has the opportunity to make adjustments within their authorities to address
performance areas in need of improvement. If the necessary adjustments cannot be authorized
at the manager’s level, the issue would be raised to the next higher level so that action could
be taken to restore performance to the desired level.
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FIG. 2. Performance monitoring process for planning and budgeting
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The above scenario may be applicable to a large line organization; however, a smaller matrix
type organization may require a closer and more integrated approach.
4.2. IDENTIFYING PERFORMANCE INDICATORS FOR A QM SYSTEM
Performance indicators are an important component of the QM system. These help
assess the progress in achieving outcomes. They support the management system by tracking
key activities, indicating quality, efficiency and assessing results. Performance indicators will
provide an early warning when performance is off the track.
The use of performance indicators needs to be individually considered by each
Member State taking into account the nuclear energy background, national culture, etc. While
some indicators could be considered as common, others have limited applicability and
comparability in terms of a similar regulatory approach or even the same plant design.
·
·
·
·
·
·
·

Desirable attributes of a performance indicator system include:
performance indicators that relate to the overall mission and objectives of the regulator,
data that are simple to collect, evaluate and analyse,
input data that are reliable, representative, accurate and repeatable,
an evaluation process that is cost effective and uses resources commensurate with the
overall programme,
results that can be used as feedback for resource allocation decisions,
objectives that are understandable to all stakeholders,
a set of indicators that provides as complete a picture as possible.

Keeping the above attributes in mind, certain potential performance indicators can be
identified. Some indicators may have the ability to identify declining performance trends or
problem areas so that after proper review, management could take timely corrective actions to
improve performance.
Because the mission of regulators is to protect the health and safety of the public and
workers, it may be appropriate to evaluate certain external indicators in an attempt to fully
evaluate the regulatory effectiveness of the regulator. A measure of regulatory effectiveness
would include both measures of the regulator’s QM process as well as selected performance
measures of operator safety performance and public confidence. It is not possible to
completely separate the regulator’s performance from the operators’ safety performance.
A safety indicator system — which includes both the operator’s safety performance
and the regulator’s internal QM performance — that is applied in a Member State, is
presented in Table I for purposes of illustration.
·
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A few potential external indicators are listed below:
Public confidence in the regulator: This will be a measure of public confidence and
can be determined by surveys or other means of gathering the views, perceptions or
attitude of the public towards regulatory performance. This has assumed greater
importance over the past years and relates directly to stakeholder expectation.

TABLE I. EXAMPLE OF A SAFETY INDICATOR SYSTEM
A. Safety of Nuclear Facilities

B. Regulatory Activities

A1
Safety and quality
culture

A1.1 Failures and their
repairs
A1.2 Number of exemptions
and deviations from
Technical Specifications
A1.3 Availability of safety
systems
A1.4 Radiation doses
A1.5 Radioactive releases
A1.6 Documentation

B1
Working
processes

B1.1 Fulfilment of outcome
targets
B1.2 Timely decision making
B1.3 Maintenance of regulations
B1.4 Implementation of
inspection programme
B1.5 Steering of contracted
safety research
B1.6 Actions in abnormal
situations

A2
Operational events

A2.1 Number of events
A2.2 Significance of events
A2.3 Causes of events
A2.4 Number of fire alarms

B2
Resource
management

B2.1 Resources for regulatory
control of nuclear safety
B2.2 Distribution of workload

A3
Structural integrity

A3.1 Integrity of nuclear fuel
A3.2 Integrity of primary
circuit
A3.3 Integrity of
containment

B3
Regeneration
and ability to
work

B3.1 Maintenance of the Quality
Manual
B3.2 Execution of development
projects
B3.3 Execution of training
programme
B3.4 Work satisfaction
B3.5 Compliance with values

·
·
·

Radiological releases exceeding the specified limits.
Safety performance indicators for nuclear power plants (e.g. selected WANO indicators).
Number of facility events reaching a certain significance level.

The use of external and operator indicators in the establishment of regulatory
performance indicators needs to be approached with caution to ensure that the correct
weighting is placed on the relevant indicator inputs.
The functions of the QM system could be evaluated separately by using performance
indicators for each regulatory function. The following potential indicators are suggested to
evaluate the QM process:
· work completion — % work completed vs. work planned;
· productivity — resources utilization;
· staff effort utilization factor: Actual vs. planned;
· timeliness;
· procedures availability and adequacy;
· results achievement factor: actual vs. target;
· number of recommendations, corrective actions and findings. This is evaluated with
respect to safety performance of the licensees;
· number of enforcement actions achieved vs. total corrective actions/recommendations;
· personnel management and staffing;
· morale of employees — surveys;
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·
·
·

Human resource development and training;
Adequacy of staff;
Absenteeism, overtime.

This list is not exhaustive and will vary from one regulator to another. The IAEA
PDRP-4 Report [5] contains a list of other indicators which can also be considered.
4.3. IMPROVEMENT
Improvement process
·
·
·
·
·

For any improvement process it is necessary to take the following steps:
establish a mechanism to identify strengths and weaknesses
define the starting point
determine the desired outcome or result
draw up and implement an improvement plan
assess the success of the improvement plan and review and revise it as necessary.

To determine the starting point some kind of model could be used: this depends on the
level of the current QM system. The starting point may be from a level that simply requires
compliance with the legislation, or it may be from a total quality management (TQM) or a QA
system.
Improvement tools
Improvement tools are the means by which improvement is driven in a full QM
system. In some Member States, a ‘quality committee’ has been set up. It has the
responsibility to make improvement proposals. The EFQM EM is used by these Member
States to focus on areas which are most in need of improvement. To assist in this process,
external consultants have been called on to help in using the model. In other Member States a
‘continuous improvement programme board’ has been sent up with roughly the same purpose
and ways of working as the aforementioned quality committee. This has resulted in
improvement plans for areas like communications and planning systems. It is important that
senior management be represented on the quality committee.
It is essential to have a systematic approach to QM; for Member States not operating
within a TQM framework, improvement can be driven in a number of ways. For instance,
reports to the International Convention on Nuclear Safety can be a strong driver for
improvement. The preparation of such reports can reveal areas in an organization that have to
be improved. Similarly, the IAEA reports may also suggest improvements.
There are a number of tools which can be used for improvement, such as audits as it is
important that any QM system is audited. Likewise, it is important that it be used not just for
seeking out non-compliance. A successful auditing system depends on openness and trust. It
will seek to improve the QM system and examine the management processes to promote
improvements in the way the regulator is managed.
Other improvement tools include:
Improvement teams: as identified improvements need to be prioritized, some Member
States use improvement teams to take these forward. It is important to select the right people
for these teams as they need to be competent for their task and able to work to time-scales. In
some Member States, improvement teams have been set up using outside consultants who
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have particular skills. This was done for a knowledge management project. The
recommendations from improvement teams need to be put before top management for
acceptance and reasons need to be given, if any, if their recommendations are not accepted.
This culminates in a presentation to staff of the improvement programme and an explanation
of the reasons for any changes.
Benchmarking: benchmarking can mean many things. At its most fundamental, it is a case of
looking at the way a ‘best in class’ organizes itself. It is a source of information. Nevertheless,
care should be taken not to simply copy some other organization, but to incorporate
improvements in a systematic and applicable way.
Management level assessment: assessment at the intermediate management level may add
benefit in improving processes. Staff experience may also be shared during some meetings.
The results of assessments need to be evaluated and recognized by the top management and
included in the overall strategic plan.
Annual reports: the issuing process of annual reports from the regulator needs to be conducted
in such a manner as to highlight improvements.
Staff feedback: staff are encouraged to use the QM system feedback for any problems, or any
suggestions for improvement. The feedback process ensures that every issue raised by staff is
dealt with in a timely manner. This promotes a sense of ‘ownership’ of the QM system.
Excellence models: the use of excellence models such as the EFQM EM provides a thorough
approach to self-assessment at all levels in the development of a QM system. Experience in
some Member States has shown that this is best achieved using consultants to facilitate the
process. At the early stage of QM system development these models can be used in a fairly
general way to identify the main areas for improvement. Later, the model can be used more
thoroughly to enable improvements to be demonstrated in a specific manner. Some Member
States have found that reassessments every two years are most suitable.
External certification: ISO 9000 or ‘Investors in People’ are also schemes which lead to
certification after external assessment and these can also foster improvements.
Personal work plans: in some Member States each individual is given improvement tasks
which need to be carried out to meet the work commitment for the year. Included in this is a
requirement to spend up to 5% of the work time on continuous improvement.
Stakeholder feedback: the information received from stakeholders can lead to improvements.
Some Member States have applied this procedure successfully and in at least one Member
State an independent consultant has performed a series of interviews and sent out
questionnaires to about 120 identified groups of stakeholders. Such information is used by the
regulator for continuous improvement and with a view to ensure credibility.
At a basic level improvement can be driven by reaction to events. This may not be a
planned improvement, but the improvement needs to be made in a systematic way.

25

5. GOOD PRACTICES
In spite of the short history attached to the application of QM systems to regulatory
work, some good practices were identified:
(1)

(2)
(3)
(4)
(5)
(6)

(7)

(8)
(9)
(10)
(11)
(12)
(13)
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Many regulators of the Member States have published a quality policy statement where
the top management have committed themselves to high quality in the regulatory work
and expect (require) the same commitment from the rest of the staff. Continuous and
visible management commitment is the fundamental driving factor.
A continuous improvement and learning approach has been adopted by many of the
regulators.
The regulators in many Member States have discussed the roles of the stakeholders and
their expectations. Preferably, interfaces with other institutions (e.g. other national
regulators) are taken into account.
Many regulators have defined and applied values and ethical rules.
Top management surveys are carried out to summarize annual findings of the staff
performance (initiatives, excellently performed activities, claims, good practices and
recommendations based on self-assessment and audits).
Quality procedures are written in the form of a process approach to describe phases of
the process as well as their inputs, outputs and feedback loops within the process and
between processes. Experience with the use of process descriptions for describing
activity by the regulator was found to be positive (flow charts have the advantage of
being brief and easily understandable).
More attention is paid to the efficiency and effectiveness of regulatory work. Realistic
goals are in balance with available human resources. The time demand for carrying out
regular regulatory work should remain acceptable. In case of limited resources,
consideration can be given to starting up part of the development process by using pilot
projects (development in a part of the organization e.g. one department, consideration of
part of the processes), allowing for different development speeds in different
departments or areas, without losing sight of the goal established. It is useful to
distinguish between regulatory output, over which the regulator has direct control, and
the outcome or real goal (the level of public health and safety), over which the regulator
has an indirect control (the regulatory control of the licensees). The evaluation of the
efficiency and effectiveness of a QM system, for example through the use of indicators,
can be of benefit to those regulatory activities that seek to achieve safety targets and can
provide accurate feedback to a government on the safety level actually reached.
Long term strategic planning is generally used as a tool of management. The ‘balanced
scorecard’ model is used to identify critical success factors and define appropriate
measures accordingly.
Regulators have initiated development projects to utilize the current possibilities offered
by information technology in order to facilitate factual decision making by the regulator.
Surveys of personnel well-being are carried out to identify organizational strengths and
weaknesses. Advantages for motivating staff have been identified.
Surveys focused on public perceptions are carried out to determine the public’s
confidence in the regulatory work.
Significance of issues such as mission, values, vision and strategy to the overall maturity
of the QM system are well understood.
Modern self-assessment methods have been used to identify strengths and weaknesses
of the regulatory work and to initiate corrective actions.

(14) Efforts to develop safety indicator systems have progressed and some Member States
already have an operating system. It is considered necessary to include some criteria,
thresholds and weighting for each safety indicator selected. It is also useful to consider a
limited number of indicators to start with and further develop the practice on the basis of
experience. Communication to the public of general indicators (e.g. of safety goals) can
be considered if the Member State’s cultural environment is ready for such a step.
(15) Professional knowledge is understood as a key element of regulatory work. Training
programmes for new and senior staff are implemented.
(16) Experience loss is duly recognized in strategic planning and change is managed
accordingly by developing the younger generation of regulatory staff.
(17) Staff members who become specialists are appreciated and rewarded, including with a
salary package on the same footing as those who follow a managerial career.
(18) Consultants are used to develop the QM system and to train the regulator’s staff. A
consultant can provide invaluable help, but management has to retain full control.
Acquaintance of the consultant with the regulator’s work and mission is an important
factor. If a consultant is used, it is advantageous that he/she be involved as of the outset
of the process.
(19) It is beneficial to manage resistance to change — staff members who are supportive of
QM can play an important role in the acceptance process (not only can management or
project managers promote QM, peers can play a considerable promotional role as well).
Moreover, staff are more open to change when they see the benefits they stand to gain in
conducting the QM process.
(20) Communications of regulatory staff on QM issues are to be attractive, clear, simple and
issued on a regular basis. When all staff are involved, the motivation and support of the
majority of the staff is likely to increase.
(21) The advantage of a well structured system for development and implementation of a QM
system, with clear allocation of responsibilities and resources and with set milestones, is
recognized: e.g. project management approach and description of tasks, responsibilities
and deadlines for all the organizational units involved. Definition of a clear scope for the
QM system is important and, if necessary, can be adapted during the development
process on the basis of feedback from experience. Feedback during the development and
improvement process is needed and is done with a QM approach (setting the example).
Taking due account of the specific culture and practices of the regulator (as well as the
individual Member State and its regulatory framework) improves the staff’s
understanding of QM and its role. A precise identification of the end of the
implementation phase sends a clear message to the whole organization that the goal has
been reached. After implementation, maintaining a QM system is to be considered as a
non-negligible, ongoing task. Certification sets a clear goal, increases visibility to
outside world and is a motivating factor in keeping up the QM system at an acceptable
level.
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