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Foreword

Protecting the health of the public depends as much on human resources as it does
on systems that are institutionalized to regulate the practice of hedlth care providers,
including nurses and midwives.

A quick review of the nursing situation in Member States in both our regionsreveals
that regulatory systems leave a lot to be desired. New demands for ingtitutionalizing a
comprehensive regulatory system for nursing and midwifery have been created by the
health sector reform initiative and the expanding role of the private sector in hedlth care
in many countries of our regions.

Thisisthefirst joint publication between the WHO Regional Officesfor the Eastern
Mediterranean (EMRO) and for Europe (EURO) in thefield of nursing and it represents
aserious effort to strengthen nursing regulation in our regions and to develop a system to
ensurethe regulation of nursing practice and education. Theregulatory system that would
be developed would reflect the current scope of practice and would contribute to the
fulfilment of the vison for nurang and midwifery entailed in the Regiona Strategy for
Nursing and Midwifery Development in the Eastern Mediterranean Region and in the
Munich Declaration—Nurses and midwives. a force for heath. Both of these regional
documents call for enhancing the roles of nurses and midwives in the provision of high
quality, accessible, equitable, efficient, and senditive health services, which would ensure
continuity of care and address peopl€'s rights and changing needs.

We recognize that regulation is a complex topic, but our purpose is to provide the
countries with guidelines that provide direction on the process and content required for
ingtitutionalizing a comprehensive regulatory system for nursing and midwifery in
Member States, based on current nursing regulation in both our regions.

We aso hope that this publication will assist Member States in their efforts to
develop regulatory systems, with special emphasis on increasing the capability of nurses
and midwives in the area of nursing and midwifery legidation.

Guided by the World Health Assembly and Regional Committee resolutions and
recommendations made by Chief Nurses, members of the Regional Advisory Panel on
Nursing and Midwifery and the International Council of Nurses, this publication
identifies the process and content required to ingtitutionalize a nursing and midwifery
regulatory system, to ensure the highest possible standard of nursing practice and to
protect the health and safety of the public.
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We hope that this publication will serve as a useful resource for policy-makers and
managers in the health system, professional regulatory authorities, nurses and midwives,
aswell as other hedlth professionasin their efforts to protect the health of the public and
improve the quality of nursing and midwifery services.

Hussein A. Gezairy Marc Danzon
WHO Regiona Director for the Eastern WHO Regional Director for Europe
Mediterranean



Preface

Conceiveand claimaworldinwhichregulation, aspositively defined, isa powerful
instrument for thegood of nursing and health visiting—thewor|d of thetwentyfir st
century. Thisisthevision! Andthisisthechallenge[1].

Professiona regulation of nursing and midwifery and the preparation of associated
legidation is a fascinating and complex matter. Worldwide, some countries have well
developed regulatory systems for nursing; others have partia or embryo systems; and
still others are only just commencing discussion and debate on the issues. For those
countries considering implementing a new system of professiona regulation in nursing,
or making changesto existing systems, thetask can appear overwhelming. Thewholesde
importation of existing systems from other countriesisrarely appropriate for a particular
nation or state. It is, however, neither cost effective nor productive to ignore or duplicate
work aready undertaken. Vauable lessons, both positive and negative, can be learned
from those who have information and experience to share. In this context, WHO
commissioned this publication, as part of its commitment to empower nurses and
midwives themselves to tackle issues of relevance to their own profession. It is
anticipated that the information it contains will provide a useful guide to the issues which
have to be considered, particularly for countries establishing regulatory systems for the
first time. There is aso a wealth of information here which will be useful to those
countries which aready have systems—whole or partial—in place.

The need for this document was originaly conceived during the fourth meeting of
the Regional Advisory Panel on Nursing and the consultation on nursing research
priorities in the Eastern Mediterranean Region for improving quality of nursing practice
and education, both held in Beirut, Lebanon, in September 1999, where professiona
regulation was the subject of considerable discussion and debate. The need was
reaffirmed following a WHO workshop on nursing legislation held in Bratislava,
Slovakia, in December 1999. It became clear that the individua countries within both
the Eastern M editerranean and European Regions of WHO! are moving at very different
speeds in relation to regulatory processes. It also became apparent that there was not
always a shared understanding of either the principles underpinning regulation or of the

1with regard to Europe, the information istargeted mainly towards those European countries which are not
part of the European Union, although there will be much information here which isrelevant to all.
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terminology used. It was therefore agreed that a WHO guide to professional regulation
in nursing and midwifery would be a useful tool to support the progress being made.

The document is not intended to be a comprehensive discourse on the conceptual
basis of regulation, as that is available in other places. Rather it is designed to be a
working document for those grappling with the practical realities of implementing a
regulatory system in their own country or state. It offers knowledge and information,
based on arange of sources and experience, on the processes of creating legisation and
establishing effective regulatory systems. Thetarget audience therefore comprisesthose
health professionas working at the policy-making levels of ministries of hedlth.

This guide owes a considerable debt to the work on regulation aready undertaken
by the International Council of Nurses and deliberately draws on Council materia to
avoid unnecessary duplication. Thereistoo much to be done to waste time on doing work
that has already been undertaken effectively. It is also important that as much
international regulatory congruence is achieved as possible in terms of terminology,
within the context of the specific needs of a particular country or region.



Acknowledgements

In accomplishing this task, many thanks are in order. Specia thanks are due to
members of the Eastern Mediterranean Regional Advisory Panel on Nursing and
Midwifery and to the Chief Nurses in the Member States of the European Region and
the Eastern Mediterranean Region who identified the need for developing regional
guidelines that would provide countries with a systematic approach to developing a
nursing and midwifery regulatory system. We are indebted to them for their comments
and review of the manuscript. Acknowledgment is also due to Ms Maggie Wallace for
her diligent work in developing the document; her input is highly appreciated by al of
us.

Enaam Abou Y oussef Ainna Fawcett-Henesy
Former Regiona Adviser, Nursing and Regional Adviser for Nursing
Allied Health Personnel, and Midwifery

Eastern Mediterranean Region European Region

Fariba Al-Darazi

Regiona Adviser, Nursing and
Allied Hedlth Personnedl,
Eastern Mediterranean Region



Guide to professional regulation

Achieving policy change

Nursing (“nursing” in this instance and throughout the document also includes
midwifery) has long been influenced by arange of people. Paliticians, doctors, lawyers,
teachersand civil servants have al had—and in many instances till do have, to agreater
or lesser extent—a significant influence on policy relating to nursing and nursing
regulation, particularly nursing education. In many instances, those who have been
significant by their absence in the policy debate are the nurses themselves.

Among the factors identified as impeding nursing’s involvement in its own affairs
are [2]: the exclusion of nurses from policy-making and decision-making at al levelsin
the health care system; the undervaluing of nursing, with its concomitant subordination
to medicine; and sex discrimination. The latter includes the characteristics associated
with work undertaken by a predominantly female workforce: low pay, low status, poor
working conditions, few prospectsfor promotion and poor education [2]. In another study
undertaken in 1999, the major obstacles to nurse involvement in decision-making,
particularly at the highest level, were again identified as lack of power, inadequate
education and domination of medicine. Nurses aso lacked power and authority within
the decision-making processes. In addition, they frequently lacked the knowledge to
present proposals for decision-making [3].

Change can be difficult. It is, however, necessary if nurses are to take the initiative
and seek to influence their own professional destiny. In order to influence change, three
key elements are necessary: education, appropriate knowledge and accurate information
upon which to base decisions. This handbook seeks to address these issues.

For significant change to occur, change in attitude is aso frequently necessary on
the part of those with power and influence, particularly in relation to the generosity with
which information is shared within and across professions. A climate in which
knowledge and information is held only by the chosen few militates against progress and
the subsequent development of effective systems based on sound principles. Knowledge
should be seen as agift to be shared generously for the greater good of all those who will
benefit from effective regulation. Such an approach fits in with the trend towards
decentralization of health care and the associated devolution of authority and
responsibility to the lowest possible levels.
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The concept of regulation and the context within which it
operates

The term “professional regulation” is often misunderstood and interpreted as the
imposition of bureaucratic rule-bound requirements which constrain the activities of the
profession concerned and serve to maintain the isolation and separateness of the
professional from the person for whom they care. Nothing could be further from the truth.
Professional regulation, or professional governance, as it should, perhaps, more
accurately be known, should be an exciting, dynamic framework within which
professiona standards can be identified in order to serve the main aim of regulation—
that of public protection. Good regulatory systems should be focused, flexible and
enabling—ensuring that standards are comprehensive, clear, visible and achievable.

Such an approach to regulation is essential when the context within which hedth
care is delivered is considered. The new millennium can only serve to emphasize the
political, socia and economic changesthat are dready occurring globally and that affect
the delivery and organization of health care. Globalization and increase in world trade,
with hedlth care being considered as a transferable commaodity; changing political and
structural boundaries and the formation of new, often unusual, partnerships; increasing
disparity of accessto health care as the gap between the rich and the poor widens; major
environmental changes bringing catastrophic damage to populations; and economic
collapse affecting significant areas of the world—these are some of the issues which
drive changes in the organization and delivery of hedth care worldwide. In addition, the
effects of rapid technological change, the increasing expectations of those consuming
the health services, the changing nature of employment with increased multiskilling and
subgtitution (see glossary), an increasingly mobile international workforce, increasingly
stringent resource constraints, the changing context of professional practice and the
changing relationship between professionals and consumers al serve to increase the
demand for innovation and flexibility on the part of the professionals. Trends towards
deregulation, decentralization and devolution, together with moves towards ingtitutional
accreditation, aso serve to significantly change the context within which professionas
work, placing an even greater responsibility on regulatory systems to be relevant,
responsive and capable of rapid evolution.

The implications of these changes for individual professionals are considerable.
There is an urgent need for each individua to fully understand the changing nature of
personal and professiona accountability. Each individual will have to have an informed
and principled understanding of their role and responsibility. They will have to be
prepared to work from a basis of ethical, evidence-based practice, ready and willing to
articulate the rationae for their actions and always looking for new and more effective
ways of delivering good quality nursing care. Individuaswill also have to be fully aware
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of the legal, mandatory and “custom and practice” frameworks within which their
practiceis set and how and when this can appropriately be adjusted, either in conjunction
with other hedlth care professionas or independently.

International initiatives

Many countries are working on new or refined systems of professional regulation,
and the 1980s and 1990s saw significant activity in relation to the preparation of new
regulatory legidation. In some countries (e.g. Poland and the Seychelles) this has meant
the setting up of new councils/ boards or other regulatory processes. In others (e.g. France
and the Philippines) specific aspects of regulation, such as codes of conduct/ethics have
been devised. Nursing practice laws have aso been amended in a variety of countries
(e.g. Irdland, Nigeria and South Africa). Increasing emphasis has also been placed on
standards for continuing professiona development (e.g. United Kingdom), in recognition
of the fact that qualification and/or registration is not the summit of professiona
endeavour but merely the start of along professona journey in which knowledge and
skills require constant renewa and updating. In some countries (e.g. Canada and the
United Kingdom) where legidation relating to regulation has been in place for sometime
there has been a new move towards an umbrella style of regulation which incorporates
al professions.

Specific initiatives within the Eastern Mediterranean and
European Regions

For ease of reference, materia relating specifically to the Eastern Mediterranean
and European regions are included in Annexes 1 and 2 respectively.

Principles of regulation

The International Council of Nurses (ICN) set out 12 principles to be taken into
consideration when developing effective professiona regulation. The principles were
originally set out by the Council at its meeting in 1986 [4] and were re-examined and
reaffirmed in 1997 [1]. The principles related to purposefulness, relevance, definition,
professiona ultimacy, multiple interests and responsibilities, representational balance,
professiond optimacy, flexibility, efficiency and congruence, universaity, fairness, and
interprofessona equality and compatibility. For a detailed exposition of the principles,
readers are referred to the relevant ICN documents but the author’ s commentary on the
key pointsin relation to each principle is set out below. The indented text below is quoted
from ICN materia [1], which is reproduced with the permission of ICN.
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Anyone considering the setting up of new systems of regulation, whether whole or
partial, is advised to keep these principles firmly and explicitly in mind at each stage of
the process and to constantly measure al activity against these benchmarks.

Principle of purposefulness: regulation should bedirected towardsa
specific purpose

Theoverriding purpose of the statutory regulation of nursing isthat of
serviceto and protection of the public.

Serving and protecting the public is achieved by the delivery of competent,
accessible, effective, appropriate nursing care. The regulatory body needsto be dynamic,
aert and innovative in order to identify relevant changes in the policy context and the
consequential changesto the organization and delivery of hedlth care and the preparation
of health care practitioners. Such a body needs to have systems in place to undertake
regular critical reappraisal of practice, education and conduct/discipline systems.

Principle of relevance: regulation should bedesigned to achievethe
stated purpose

Sncetheoverriding purpose of statutory regulation is serviceto and
protection of the public, theregulatory systemshould be designed to
satisfy thisintent in a comprehensive manner.

To ensure the relevance of regulatory systems there must be systems in place to
ensure that there is continuous review both for organizations and individuals. There must
be regular improvement in the quaity and standard of care offered to patients and clients.
Practice settings must constantly be monitored to ensure that they support good practice,
and effective standards of education and effective assessment for both education and
practice must bein place. Each aspect of regulation should be measured against this over-
arching imperative; if the activity does not contribute to public protection then, athough
it may be vdid for other purposes (e.g. improving professiona status), it should not form
part of aregulatory system.

Principleof definition: regulatory standar ds should be based upon
clear definitionsof professional scopeand accountability

A definition of nursing and nurses should be at the heart of every system
for regulation of the profession.

Nurses are responsible and accountable for nursing practice, whether they ddliver
care personaly or by delegation to an appropriate other. There should be no room for
confusion in relation to titles or roles as to which individuas are professonally qudified
and which individuals are working in support of the qualified/registered staff. Where
practitioners have additional specialist or advanced competencies this should also be
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made clear to those for whom they care. Whilst there should be a clear definition of the
role and boundaries of practice, it should be recognized that all professional practice
evolves over time according to the state of knowledge and other socia, political or
economic circumstances. Interprofessional boundaries are also increasingly fluid
depending on the knowledge base and skill mix of the various professionals available.

In addition, it is imperative that al individuas working in a professiona capacity
recognize and honour their personal, professional accountability. As such, they must
ensure that they have the knowledge and skills required to deliver effective care at al
times. Continuing professiona development mechanisms must be in place in order for
individuals to demondtrate that they are maintaining and developing their professiona
knowledge and competence throughout their careers.

Principle of professional ultimacy: regulatory definition and
standar dsshould promotethefullest development of the professional
commensur atewith itspotential social contribution

Sncethefunction of a professionis, by definition, to serve society,
nursing, incommon with other health professions, should be encouraged
to serveto its maximum capability.

This principle is particularly important in cultures where, for whatever reason,
nursing has adopted or been relegated to a subordinate position. Individua nurses and
the profession as awhole must seek to be the agents of constructive change, not merely
the passive recipients of change determined by others. The nursing voice, based on
effective research evidence, must be heard as akey influencer on al health policy issues.
Nursing education must be designed to help to harness an articulate and well considered
approach to the policy context within which nursing is delivered and nurses must expect
to beinfluentia and take their equal place at the policy table aong with other hedlth care
professionals on the basis of the significant contribution that they can make.

Principle of multipleinterest and responsibilities: regulatory systems
should recognize and incor por atethelegitimaterolesand
responsibilitiesof inter ested parties, thepublic, theprofession and its
member s, gover nment, employer sand other professionsin various
aspectsof standard setting and administration

Itistheresponsibility of the professionto taketheleading roleinits
professional gover nance.

Professiond self-regulation must be the responsibility of the profession concerned,
both of its individual members and collectively. However, such a lead role must be
tempered by genuine and explicit recognition of the legitimate role played by others.
The involvement of other parties, particularly and increasingly those who are the
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recipients of care, is vital for public protection policies to be seen as relevant and
responsive. It is for the profession to provide, through a genuine and comprehensive
consultation process, the standards by which it will be measured and against which its
members will be held accountable. Such standards should include those for education,
conduct, service requirements, knowledge and skills and practice advances. It is not for
nursing to passively receive these standards as aresult of decisions made on its behalf by
others.

Principle of representational balance: thedesign of theregulatory
system should acknowledge and appropriately balance
interdependent inter ests

Itisnot inthebest interests of any profession to beunchallengedinits
regulatory standard and processes.

To complement the previous principle, this makes it clear that no profession should
be entirdly free in managing its own regulation, for in that there lies a real danger of
indulgent self-interest, lack of accountability and subsequent and catastrophic 1oss of
public confidence. All those parties with legitimate interests should have explicit and
visible roles and no one profession should be seen to dominate others. Neither should
government influence inappropriately dominate the professions. Professiona boundaries
and actua and potential conflict of interests will need to be the subject of regular and
considered debate among the relevant bodies. Where professions do not properly honour
this principle, then sooner or later there will be a significant challenge to the power of
that profession, with resultant loss of confidence and consequential damage to the
concept of professional regulation.

Principleof professional optimacy: regulatory systemsshould
provideand belimited tothosecontrolsand restrictionsnecessary to
achievether objectives

The purpose of statutory regulationisto ensure that competent and
accessible careisavailable from accountabl e professionalsand this
should be done using efficient, effective and economic processes.

There is areal danger in establishing new regulatory systems, (especialy where
legidation has been dow in coming and hard won) of seeking to place too much emphasis
on the details of regulatory systems and not paying enough attention to the underpinning
principles. Such an approach is short-sighted and will, sooner or later, prove to be salf-
defeating in that standards will be difficult and dow to change and will rapidly lack
relevance and responsiveness. Focus should be on the important issues such as
mandatory credentialling and continuing professiona development, the accreditation of
those with additiona qualifications, the effective management of those who support
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nurses, the positive management of poor practice and effective disciplinary processes.
Careful consideration should be given to the way in which goals are achieved; not al
standards, for example, need to be set in legidation—some may be equally effective if
they are advisory.

Principleof flexibility: standardsand processes of regulation should
be sufficiently broad and flexibleto achievetheir objectiveand at the
sametimeper mit freedom for innovation, growth and change

Regulation should be neither too general nor too specific. Scope of
practice definitionsand educational standards should give broad
guidanceto practitionersand employer sthrough general statements of
nursing function.

As highlighted in some of the previous discussionsit is important that standards are
expressed as flexibly as is compatible with clarity and effectiveness. This will enable
response to innovation, changes in practice and the ddivery of care and the changing
expectations of those to whom care is given. Broad guidance should be the goal, rather
than detailed prescription. Such an approach should ensure that nurses are capable of
responding to changes in their practice environment while still working safely and
effectively from an evidence base. Thisis particularly important as nursing skills become
more transferable, nurses become evermore mobile and international movement
increases every year. Consideration should be given to the form in which guidance is
best given to achieve the objective of good care; working from sound principlesis much
safer that working from arigid set of rules.

Principle of efficiency and congruence: regulatory systemsshould
operatein themost efficient manner ensuring coherenceand
coor dination among their parts

Regulatory activity on behalf of all interested parties should be
coor dinated to accomplish the purpose of regulation in a streamlined and
uniformmanner.

Given that by their nature regulatory systems involve a number of different bodies,
both within a country or state and frequently beyond, it is important that there is
maximum coordination of all the relevant parts. While ideally, systems should be
established as a congruent whole, the redlity is that most systems evolve over time on a
piecemed basis. This can lead to fragmentation and may result either in duplication of
activity or in vita elements of a process being omitted. Thisis particularly the case where
different responsibilities are vested in different bodies, especially if relationships
between the parties are not good and power and/or control issought by one at the expense
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of another. It can also be a problem within the same organization if effective systemsare
not in place to ensure congruence and comparability

Principleof universality: regulatory systemsshould promote
univer sal standar dsof performanceand foster professional identity
and mobility to thefullest extent compatiblewith local need and
circumstances

Although somerecognition must be giventolocal need and cultural
differences, substantial inconsistency is antithetical to the achievement of
broad and uniformdevel opment of the profession and free movement of
practitioners.

As discussed within the principle of flexibility, it is idedl if regulatory systems are
as universal as possible. Nursing (and indeed hedlth care generaly) is an increasingly
mobile commodity, with the red possibility of both patients and nurses moving across
national boundaries. If patients travel for care, for example a specific operation, it is
important that the nursing care is of a standard to support the patients nursing needsin
every way. Whilst recognizing and honouring country-specific needs and approaches,
such application should be from as universal abase as possible, so that nurses and nursing
have a common set of baseline competencies, incorporating both knowledge, skills and
attitudes, for effective practice, wherever they may be delivered.

Principleof fairness: processesshould providehonest and just
treatment for those partiesregulated

Honest and just systems of regulation must be visible, open and objective
with explicit routesfor appeal.

This principle is very clear, yet it is not one which has been adhered to in a number
of existing systems. All the standards and processes of any regulatory system must be
explicitly visble, so that individuas know what they are trying to achieve and, where
they are not successful, for what reason they have not met the required standard.
Standards need to be well publicized and explicit. They aso need to be specifically
scrutinized to ensure that they are not overtly or covertly discriminatory on any grounds.

Principle of inter professional equality and compatibility: in
standardsand processes, r egulatory systemsshould recognisethe
equality and inter dependence of professionsoffering essential
services.

For professionsto devel op and work collabor atively on the public behalf,
education and practice standar ds need to be comparable and regulatory
processes complementary.
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Nursing is an integra part of health care, and should have standards and processes
which are comparable to those of other health care colleagues. This applies to al
elements of any regulatory system, including standards for education, practice and
conduct. This does nor necessarily mean, for instance, that education programmes have
to be of the same length but they should be of a similar qudity, expecting the highest
standards of their students in a comparabl e education setting. Standards for discipline or
conduct should be comparable for al hedth care professions; different treatment of
different professionals who have been involved in the same or similar incidents is not
acceptable, either in terms of justice or of public protection.

Establishing a regulatory system

Establishing a comprehensive regulatory system requires the completion of a
number of steps. Ideally any new system should be considered as an integrated whole. In
reality however few countries start from nothing; usualy some work will aready have
been done and will need to be incorporated in some way into a new system. Whether
starting a new system or modifying an existing one, it will be helpful to consider the
following steps, if only to ensure that nothing has been left out. In practice, various
elements of the process will need adjusting to accommodate the needs of country
concerned and will assume greater or lesser importance depending upon the particular
circumstances.

1. Determining a policy

Firg of al aclear policy needs to be agreed by the body/bodies with responsibility
for such. This may be the nursing association, government, the nursing council/board or
other body. Policy should be established through a process of formal and informal
consultation if it isto be effectively put into practice. If the key players (who need to be
carefully and comprehensively identified) are not involved in the process then the policy
is likely to be unsuccessful. Consultation will not, of course, mean that everyone can
have their own way; compromises will still have to be made but frank discussion of the
options and the reasons for the final decisions will help those decisions to be better
understood and accepted.

Idedlly the totd policy should relate to a comprehensive regulatory system even if
implementation will take place on an incremental basis, depending on issues such as
resources and infrastructure changes. In thisway different el ements can be worked on at
different rates; for example, work could be done on preparing a code of conduct while
also considering changes to licence-to-practise requirements. If an existing system is
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used for amodel, care should be taken to ensure that the final scheme is professionaly,
socially, economically and culturaly appropriate to the setting in which it is to be used.

2. Determining a strategy

Once the policy is agreed, a clear and explicit strategy and plan of action should be
confirmed which encompasses all the elements of the policy from itsinception to itsfinal
implementation. For ultimate success, it is vita that the implementation phase be given
as much time and as many resources as the policy phase. The responsibility for
implementing the total strategy and the separate phases/elements of the action plan
should be clear, and lines of accountability should be explicit and visible. Good
communiceation is essential to success, and time and effort should be given to ensuring
that proposed changes are understood by all those who will be affected.

3. Identifying the key players

For policy change to be successful it is necessary to win as many hearts and minds
as possible in advance of implementation. It is vita to consider everyone who may have
a legitimate role. This may include, for example:

* nursng associations/organizations

* influentia groups, eg. managers, educationaists
e government

* the public

* pdients representatives

» other professons

e voluntary groups

» other relevant/influentia bodies

Attention should dso be given to identifying and cultivating influential individuals
who may be helpful in terms of achieving significant policy change, especialy where
there may be some opposition.

4. Consultation (formal and informal)

Effective consultation processes are essentid if the eventua policy is to have the
goodwill and support of those affected. The ultimate operationa success of the policy
may well depend on the effectiveness of the consultation process. While it is clearly
unlikely that al interested parties will be equally pleased with the policy outcomes, at
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least if an opportunity has been given for them to have their say and an explanation
offered as to why certain decisions were made, goodwill will have been maintained.

If apolicy-making body aready exists, the requirements for formal consultation may
aready be well established. In some instances the process may be set down within
exigting legidation and the organizations which have to be consulted will be explicitly
defined. Alternatively, there may be ageneral phrase to the effect that consultation must
take place with &l those organizations or individuals who may be affected, actualy or
potentially, by any changes. Any formal consultation process should be regularly
reviewed as “interested parties’ are likely to change significantly over time. The
increased involvement of consumers and/or patient representatives is agood example of
asignificant change in the past decade.

In addition to honouring any formal consultation process, the informal processes
are equally important, athough they may not be as visible. Influential opinion formers,
such as politicians, key health care managers and professionals, should be identified and
lobbied by all appropriate means. Such activity is essential in terms of achieving
significant policy change.

Preparation of legislation

The prerequisite for good primary legidation is a clear and workable policy. Thisis
not alway's as obvious as it sounds. Where the policy position is likely to be contentious,
it isimportant to gain as much support from those who will be affected by the legidation
as possible before the process of law gets under way. In this way the possibility of any
challenge to the legidation and the consequential dowing down or, worse, the aborting
of the process, can be avoided, or at least minimized. A good consultation process during
the policy-making stage is therefore essentid. (See “Establishing a regulatory system”,
item 4 above.)

Once the policy has been agreed the preparation of the legidation to put that policy
into effect can begin. Preparing effective legidation requires good cooperation between
the policy-makers and those responsible for drafting the legidation. It is not dways easy,
indeed it is not dways possible, to trandate policy intent into legidation. Compromises
frequently have to be made but they should be carefully negotiated to ensure that the
final act or rules are acceptable in both policy and operational terms. The process should
be managed by representatives of those who fully understand the policy intent and its
intended operation, together with those who will actualy draft the legidation. Each
element of the legidation should be subject to scrutiny to ensure that its operation is
feasible, realistic and cost—effective.
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It should not be forgotten that legidation affecting other professions, such as the
prescribing of medicines, frequently has an effect on nursing activity and this fact should
not be overlooked when new nursing legidation is planned.

Primary legislation (the act) will be the main benchmark from which all else flows.
The act will be the framework for the specific piece of legidation. Primary legidation is
normally dow, cumbersome and expensive to change and should therefore be drafted to
ensure that it is capable of interpretation which may evolve in response to changing
circumstances. For example, in relation to regulation, the act may give the regulatory
body the power to “provide advice’. It would be unhelpful and unnecessarily restrictive
to describe the nature of that advice which, in any case, islikely to change over time and
in response to differing circumstances.

Secondary legislation (known asrules, statutory instruments or orders) must ways
have its origins in the primary legidation. It is possble to change secondary legidation
more easily and quickly than primary legidation, dthough it will till be a rigorous and
time-consuming process

Development of a nursing practice act

A comprehensive regulatory system will need a firm basis. Much of this basis will
need to be legidative. Legidation will provide structure, support and a clear imperative
in relation to policy. Standards set in legidation have to be fulfilled. The structure of a
new system must therefore be underpinned by primary legidation—a nursing practice
act—asthisis the source for the regulatory body’ s standard-setting powers. Secondary
legidation (statutory instruments or rules), will be used for putting the detail on to the
standards. For example, the act will give the body the power to make rulesin relation to
education criteria. The rules will then give further detail in respect of the type of criteria
required.

While legiglation is extremely powerful, it should also be remembered that
producing or changing legidation, particularly primary legidation, is usually a slow,
cumbersome and expensive process, not to be embarked upon lightly. Serious
consideration should therefore always be given to whether the policy objective could be
as effectively met by other means. For example, this could be, by means of a mandate
from asignificant body, such as a professiona organization or statutory regulatory body.
Alternatively, some standards, such as a code of conduct, may be as effective providing
that the code' s power to give advice isin the primary legidation. Such an approach has
the advantage of comparative ease of ateration, to reflect changes in practice and the
organization of care.
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The following may serve as a guide.

Primary legislation

As aminimum, one would expect to see the following within a nursing practice act:

description of the purpose and scope of the regulatory body
establishment and composition of the regulatory body

method of appointment/election to the regulatory body

structure and organization of the regulatory body

a definition of nursing, the nursing role and the categories/level of nurse
standards for pre-qualifying/registration education

standards for achieving registration/licensure

standards for maintaining registration/licensure

standards for practice

the position of those not covered by the act, e.g. nursing assistants

the authority given to the regulatory body to set standards (e.g. for education,
registration, licensure, practice)

the authority given to the regulatory body to issue rules and regulations
the authority given to the regulatory body to collect fees

Secondary legislation

Secondary legidation may address standards such as the following:

Education standards

entry criteria, e.g. age, academic level/qudifications, length/level of schooling
length/balance of theory and practice

breaks in practice

academic level of qudification

competencies for different levels of nurse

final qualification

Registration/licence to practise standards

criteria for registration/licence to practise
criteria for maintaining registration/licence to practise
criteria for losing registration/licence to practise
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Practicestandards

» code of conduct/ethics as a basdline for practice
*  scope of practice defined
e  practice standards

Education following qualification standards

* gpecidist/advanced qualifications/certification, e.g. clinical management, teaching
* gpecific additional qualifications for practice in certain areas

e continuing professona development requirements for maintaining registration

* desgnation and definition of specidist and auxiliary personne standards

Discipline/conduct standar ds

*  What will be the benchmark against which misconduct will be judged? For example,
a code of conduct/ethics or a broad definition of misconduct

e What will be the mechanism for investigation? It will need to be visible and fair, with
specific appea mechanisms

*  What sanctions will be available for misconduct? For example, caution, suspension,
removal from register/right to practise

*  What reinstatement processisthereto be?

Policy change checklist
When consdering policy change, the following check list will be helpful.

* Do you have aclear palicy to implement?

* Do you have a strategy/action plan?

* Have you identified dl the key players?

e Have you consulted al the key players during the process?

* Do you have an implementation strategy?

* Do you have an information strategy?

*  Check again. Have you consulted everyone necessary, both formal and informa?

e Arethere any particular individuas who need targetting?

* Do you need new/amended legidation to implement any new policies?

* Areyou sure that the legidation can ddliver your policy objectives?

* Istheinfrastructure in place to support any new systems?

* |sacommunication strategy in place which will reach all those affected by any
changes?

* Do you need a help-line to explain any new policies?
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Time-frame

The time-frame for the design and implementation of any regulatory system will
depend upon the particular circumstance of the country/state concerned. It will be
affected, for example, by whether a complete system is being designed from the
beginning or whether elements are aready in place. However, that said, the following
time-line may be helpful as a guide:

6-12 months 3-6 months 3 months 12 months variable
work starts on consultation on refining of preparation of implementation
formulating a proposals policy legislation of policy

policy preparation of infrastructure




Glossary

The glossary is based substantially on that used by the International Council of
Nurses and is reproduced with the permission of ICN. Items marked with an * have been
added by the author at the request of delegates to the meetingsreferred to in the preface.

Advanced nursing
practice

Competence

Continuing education or
continuing professional
development (CPD)

Continuing education
credit (unit, contact
hour or point)

Credentialling

Practice by nurses who, having acquired the knowledge
base and clinical competencies for specialization, also
possess the depth and breadth of knowledge and
competencies to an extent warranting an expanded and
more autonomous scope of practice. In most cases a
graduate education is a requirement.

A level of performance demonstrating the effective
application of knowledge, skill and judgement.

The whole range of learning activities, from the time of
initial qualification until retirement, undertaken by the
individud for the benefit of improving the health of the
public and professional development.

A unit of measure that gives a value to an approved
organized continuing education learning activity,
theoretical or practical.

A term applied to processes used to designate that an
individual, programme, institution or product have met
established standards set by an agent (governmental or
nongovernmental) recognized as qualified to carry out this
task. The standard may be minimal and mandatory or
above the minimum and voluntary. Licensure,
registration, accreditation, approval, certification,
recognition or endorsement may be used to describe
different credentialling processes but this terminology is
not used consistently across different settings and
countries. Credentials are marks or “stamps’ of quality
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Governance

Health for all

Institutional licensing

L egidation*

Licensure*

and achievement communicating to employers, payers
and consumers what to expect from a credentialled nurse,
specialist, course, programme of study, institution of
higher education, hospital or health service, or hedlth care
products, technology, or device. Credentials may be
periodically renewed as a means of assuring continued
standards of competence and they may be withdrawn
when standards of competence or behaviour are no longer
met.

Governance, meaning the process of controlling or
guiding the profession, is preferred by some who find the
word regulation restrictive and legalistic. See
Regulation.

A leve of hedlth that will permit individuas, families and
communities to lead socidly and economicaly productive
life.

The institution, having complied with government
regulation, determines the scope of practice for each
worker, and does not need to consider limitations
mandated by practice acts defining roles, qualifications,
and job standards for individual health professions.
Instead each licensed ingtitution would be the agent to
define roles, qualifications and standards for the
individua health professions.

Law(s) or the process of making law. Primary legidation
refers to government acts and defines broad powers.
Secondary legislation (rules, orders) defines further
details of the powers enshrined in primary legidation.

The granting through statute, by a government body, of
authority to practise a profession and to use an exclusive
title, to persons who meet established standards of
education and competence. Sometimes used
synonymously (and often inaccurately) with the term
registration (seeRegistration).
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Mandatory regulation A term usualy applied when the authority for regulation
is governmental and approval for practice is required.
Standards are usualy set at the minimum required for
public protection.

Multiskilling A combination of skills derived from several work aress.

Nursing practiceact* The legidation which underpins the structure, processes
and outcomes of nursing (and/or midwifery) regulation,
usually incorporating the structure and functions of the
regulatory body/ies and standards for education, practice
and discipline/conduct.

Nur se specialist A nurse prepared beyond the level of a nurse generalist
and authorized to practise as a specialist with advanced
expertise in a branch of the nursing field. Speciality
practice includes clinical teaching, administration,
research and consultant roles. Post-basic nursing
education for speciality practice is a formally recognized
programme of study built on the general education of the
nurse and providing the content and the experience to
ensure competency in speciality practice.

Omnibus or umbrella A broad single act that encompasses a number of
legislation individual practice acts. The broader statutes form the
umbrella legidation under which each licensing authority
must work. Different models of omnibus legidation exist.

Policy* A course or principle of action adopted or proposed by a
sgnificant body, organization, government, etc.

Professional regulation*  An umbrella term which should incorporate reference to
all the structures, processes and outcomes associated with
the governance of a profession. Often and inaccurately
used in a narrow, reductionist sense, solely in relation to
professional discipline.
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Registration*

Regulation

Regulatory system*

Reserved or restricted
acts

Scope of practice

Self-gover nance

Self-regulation

Standard

Statutory regulation

Entry of a name on a professiona register, after meeting
certain standards of education and/or practice. Usualy a
requirement for professional practice. Not necessarily
synonymouswith licensure (seeLicensure).

All of those legitimate and appropriate means
(governmental, professional, private and individual)
whereby order, identity, consistency and control are
brought to the profession. The profession and its members
are defined; the scope of practice is determined; standards
of education and of ethical and competent practice are set;
and systems of accountability are established through these
means (see Gover nance).

All the mechanical structures associated with the
regulation of a profession. A variety of different systems
can achieve effective regulation, albeit based on similar
principles.

Tasks or services that are reserved exclusively to one
hedlth profession (or shared jointly with another). Thisis
usually done because of risks of harm to the health and
well-being associated with the task or service.

Therange of activitiesthat can be carried out by anurse. It
definesthelimitsof practice of alicensed/registered nurse.

The governance of nurses and nursing by nurses in the
public interest.

See Sdlf-gover nance.

The desirable and achievable level of performance against
which actual practice is compared.

A term gpplied to regulation that is mandated by alaw, act,
decreeor statute.
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Strategy* A plan of action or policy.

Substitution Replacing the expensive commodity, service or person
with an equally effective cheaper equivaent or replacing
the less effective with the more effective.

Support workers This term refers to al unlicensed assistive personnel
(nursing) engaged in nursing activities.
Tdemedicine The provision of health care using interactive audio,

visua and data communication. It includes the delivery of
care, consultations, diagnosis, counselling, advice and
treatment, as well as the transfer of data. To a certain
extent, telemedicineisasubstitute for face-to-face contact
between the health care provider and the client and
between health care providers themselves. The terms
telenursing andtelehealth may aso beused.

Voluntary regulation This refers to regulation that is conducted by an authority
external to the government. The credential or qualification
thus earned is not required for practice or the serviceto be
rendered.
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Annex 1

Current situation in the Eastern
Mediterranean Region

There isawide range of activity and of progress within the Eastern Mediterranean
Region in relation to varying aspects of professiona regulation. Five countries (Bahrain,
Cyprus, Lebanon, Pakistan and Sudan) have nursing practice acts. Valid updated
registration systems are available in Bahrain and in the United Arab Emirates, and Saudi
Arabia has aregistration system in place for overseas nationals only. No countries have
yet implemented a code of conduct/ethics, athough relevant work is underway in some
areas, such as Cyprus, Jordan, Sudan and Palestine. Aspects of work on quality systems,
such as scope of practice, national standards for nursing practice and protocols of care
have been undertaken by some countries, such as Bahrain, Morocco, Jordan, Qatar and
United Arab Emirates. A number of countries (Bahrain, Cyprus, Djibouti, Jordan, Oman,
Qatar, Saudi Arabia, Syrian Arab Republic, United Arab Emirates and Republic of
Y emen) have adopted international and WHO recommendations to upgrade entrance
requirements for basic nursing education to completion of secondary education. More
specific examples are set out below. It is stressed however that these are not intended to
represent a comprehensive picture of al regulatory activity in the Region.

Jordan

There are two laws that pertain to nursing and midwifery practice. The first is the
Health Professiona Licensing Law, which requires health professionals to register in
the Ministry of Hedlth before practising their profession. Follow-up of those who do not
register is inadegquate however. The law does not require continuing education for
relicensing. The second law, which relates to the Jordanian Nurses and Midwives
Council, was passed by Parliament in July 1999. All nurses and midwives in Jordan
should register with the Council. It is considered by experts within the country that both
laws are in need of review and revision to reflect the changing health care and nursing
needs of the population.

Bahrain

In the past decade Bahrain has enacted a statute that regulates the registration and
licensure of nurses and midwives. Although the statute is enacted as part of an umbrella
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law covering the dlied hedth professions, nursing and midwifery, each profession had
its own implementing resolution. A computerized system of nursing and midwifery
registration has aso been developed, with the technical support of WHO. In addition, a
system for assessment of applications for nursing and midwifery has been put into place.
Employers are involved in the process of relicensure of nurses.

United Arab Emirates

Between 1996 and 1998 the Department of Nursing, with technical support from
WHO, and working through a committee, was given a remit to organize the practice of
the nursing profession and draft a nursing act. The committee had representatives from
a range of disciplines, including the military services, the private sector, and nursing
schools and colleges. A comprehensive consultation process took place to ensure that
the draft legidation is congruent with other national legidation.

Cyprus

On an initiative from within the profession, and working together with the
government, nursing legidation was enacted in 1988. The enactment of the law ensures
that clients and communities are cared for by appropriately educated and qualified nurses
and midwives. The legidation is smilar to that for other health care professonds, eg.
physicians and pharmacists. Admission to the professiona register (based on meeting
specific standards for education and conduct and references) which gives the right to
practice, isthe responsibility of the Nursing and Midwifery Council. In addition, in order
to practise as a nurse or midwife in Cyprus an individua is required to be a member of
the Cyprus Nurses Association. The Association selects four nurses every two yearsto
serve on the Nursing and Midwifery Council, together with five appointed by the
Ministry of Health and one registrar. Of the five, one must practise in genera nursing,
onein psychiatric nursing, one in nursing education, one must be a hedlth visitor and one
a practisng midwife.
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Current situation in the European
Region

Gathering accurate information about existing systems of professional regulation
throughout Europe is not easy. Common systems are not in place and resources are
limited. Differing terminology, differing ways of collecting information (where it is
collected at all), differing cultural perspectives, changing situations and disparate
professional structures, in addition to the difficulties imposed by the process of
trandation, al impede the process of accurate data collection. The information presented
here is intended to be illustrative of activity and makes no atempt to be an exhaustive
description of the current state of regulation systems in Europe. For a more detailed
description readers are directed towards the nursing and midwifery profiles of each
country, which are available on the website of the Regional Office for Europe
www.euro.who.int.

All European countries have legidation of some kind to determine the practice of
the health care professions. The nature and breadth of the legidlation and itsrelevance to
professional education and practice and the current delivery of health care varieswidely.
Given that any division is arbitrary, the following information has been broadly divided
into the situation within the central and eastern European countries (CEE)/newly
independent states (NIS) and the European Union (EU)/European Free Trade Area
(EFTA), for practical purposes described here as CEE/NIS and EU/EFTA. Thisis
because in the countries of the EU a significant part of the professional regulation for
nursing and midwifery, that of education, is determined by European Union directives.
This provides a common benchmark, which to a degree offers a minimum standard,
which is frequently not present outside the EU. It is aso a standard to which many non-
EU countries aspire. The Council of Europe (CE) has also made a number of
recommendations? relating to aspects of professiona regulation, such those relating to
continuing education.

2European Health Committee Working Party on the Role and Education of Nurses. Therole and education of
nurses, Strasbourg, Council of Europe, 1994.
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CEE/NIS Europe

Even if accurate up-to-date information is difficult to collect, it is clear that many
countries are seeking to move forward on various aspects of professional regulation. For
example, in the last decade changes have been or are being made to nursing education in
the Czech Republic, Latvia, Soveniaand Romania. Y ugodavia (Serbiaand Montenegro)
is currently looking at changes to professional education to move towards a higher
education system. Sovakiais considering the preparation of anursing practice act. Work
on the codification of ethica principles for nurses and the role of the nurse is under way
in Lithuania. A revison of the existing hedlth law in Hungary in 1997 now defines, for
the first time, nursing, the scope of nursing and nursing practice. In addition, most NIS
countries are updating their legidation, to replace the old Public Health Law of the
former USSR. Registration and licensure requirements throughout the area vary
considerably, with most countries having no integrated comprehensive system but an
increasing number of countries considering the implementation of some sort of system
or with embryo systems being developed. Some countries, such as Hungary, also have
formal requirements for the renewal of licensure on afive-yearly bass.

EU/EFTA Europe

Within the EU, the scope and content of regulation-related legislation varies
considerably, from detailed legidative practice requirements, such as that for nursing in
Norway, to guidance by broad principles set out in codes of conduct or ethics. The
majority of western European countries have some form of registration system with
varying forms of licensure. Greece, for example, requires by law that an individua must
possess a degree from a state-recognized institution, together with a licence from the
local municipality department of hygiene, in order to practise as a nurse. In addition to
initial licensure, statutory updating requirements are also in place in some countries, such
as the United Kingdom. Finland requires individuals to register in the Central Register
of Hedlth Service Professionals to acquire the right to practise, and the right to use a
professond title is aso linked to registration.

However, within the EU the standards for professional nursing and midwifery
education are quite explicit, having been harmonized across the member countries, and
are laid down in the EU directives for nurses responsible for general care (77/452/EEC
and 77/453/EEC)® and those for midwives (80/154/EEC and 80/155/EEC).* Countries
seeking to join the EU will be required by law to meet the standards set out in these
directives. The directives are “managed” by advisory committees for the professions

SOfficial journal of the European Communities, 1977, 20:L 176.
4Official journal of the European Communities, 1980, 23:L33.
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concerned. For example, the Advisory Committee on Training in Nursing is currently
undertaking work on specialist practice and describing competency-based outcomes for
general nursing.

A key objective of the directives is to facilitate freedom of movement for those
individuals who are nationas of member states and who have completed recognized
certification. Individuals who have undertaken a programme of education which meets
the directives requirements, are entitled to be registered, or licensed to practise, in
another member state on application to that country’ s competent authority (the body with
the power to register practitioners). While registration does not guarantee awork permit
or employment, it is the first essential part of the process of seeking to practise on€'s
profession in another country.
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