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1 About the consultation

1.1 Introduction

Clinical governance is an important framework for ensuring the quality and safety of
healthcare. Its use in drug treatment has been inconsistent but it is clearly highlighted as the
key vehicle for delivering safe and effective treatment that is consistent with the recent suite
of NICE clinical guidance (NICE, 2007a, b, d, c, €) and the 2007 Clinical Guidelines (or
Orange Book ): Drug Misuse and Dependence: UK Guidelines on Clinical Management (DH
and devolved administrations, 2007).

This draft document, on which we are consulting, aims to highlight the importance of clinical
governance and to provide drug treatment providers and commissioners with some of the
information they need to understand clinical governance s relevance to drug treatment and
how it can be implemented or improved.

Because this is a new development for some aspects of drug treatment, we are asking
stakeholders to review the draft information presented here and comment back to us. The
document contains a number of specific questions (in boxes with dashed lines) we would like
addressed but you are welcome to comment on any other aspect of the draft. However, all
comments MUST be entered into the proforma available on the NTA website
(www.nta.nhs.uk) and returned by email. This also contains all of the questions. We will not
be able to consider separate email comments or tracked changes.

The deadline for receipt of responses arising from the three-month consultation is given on
the NTA website and in the proforma.
Q1 This draft focuses on some formulaic aspects of clinical governance (why it is required,
i what it is and the processes which drive it). Is this appropriate or would you prefer more on
how clinical governance can be made to be valued and to work in real situations?

Q2 The draft focuses on the key elements of clinical governance for both providers and
i commissioners and omits the practical aspect of implementation in their organisations.
Would more detailed how to manuals for providers and commissioners be useful?

1.2 Criteria for consultation

This consultation follows the Cabinet Office Code of Practice . In particular we aim to:

e consult widely throughout the process, allowing a minimum of 12 weeks for written
consultation at least once during the development of the code of practice

* be clear about what our proposals are, who may be affected, what questions we want to
ask and the timescale for responses

e ensure that our consultation is clear, concise and widely accessible

* ensure that we provide feedback regarding the responses received and how the
consultation process influenced the code of practice

« monitor our effectiveness at consultation including through the use of a designated
consultation co-ordinator, and
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e ensure our consultation follows better regulation best practice, including carrying out a
Regulatory Impact Assessment if appropriate.

The full text of the code of practice is on the Cabinet Office website at:

http://bre.berr.gov.uk/regulation/consultation/code/index.asp

1.3 Comments on the consultation process itself

If you have concerns or comments you would like to make relating specifically to the
consultation process itself please write to:

Steve Taylor

National Treatment Agency

8" floor, Hercules House

Hercules Road

London SE1 7DU

e-mail clinical.governance@nta-nhs.org.uk

Please do not use this postal address for consultation responses. These should only be sent
electronically and using the supplied proforma to the email address.

1.4 Confidentiality of information

Information provided in response to this consultation, including personal information, may be
published or disclosed in accordance with the access to information regimes (these are
primarily the Freedom of Information Act 2000 (FOIA), the Data Protection Act 1998 (DPA)
and the Environmental Information Regulations 2004).

If you want the information that you provide to be treated as confidential, please be aware
that, under the FOIA, there is a statutory Code of Practice with which public authorities must
comply and which deals, amongst other things, with obligations of confidence. In view of this
it would be helpful if you could explain to us why you regard the information you have
provided as confidential. If we receive a request for disclosure of the information we will take
full account of your explanation, but we cannot give an assurance that confidentiality can be
maintained in all circumstances. An automatic confidentiality disclaimer generated by your IT
system will not, of itself, be regarded as binding on the NTA.

The NTA will process your personal data in accordance with the DPA and in most
circumstances this will mean that your personal data will not be disclosed to third parties.
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2  Executive summary

2.1 Introduction

Clinical governance is an established system in the NHS and independent healthcare sector
to deliver and demonstrate that the quality and safety of its services are of a high standard
that is continually improving. However, this approach is relevant to non-NHS healthcare
providers and to providers of social care, where it may currently be referred to as practice
governance. For most drug treatment services, implementation of clinical governance is
already a statutory or contractual obligation, and a consistent focus on clinical governance by
all providers and commissioners of drug treatment will ensure higher quality services for drug
misusers.

This document aims to advise on and support the effective implementation of clinical
governance for all drug treatment providers, across all tiers, whether delivering health or
social care, and whether public or independent (private or voluntary sector). It is intended as
guidance for clinicians, commissioners and service managers in both the NHS and
independent/non-statutory sector.

A clear focus on supporting services to improve their implementation of clinical governance is
timely because:

¢ There is a wealth of new guidance on evidence-based clinical practice, including Drug
Misuse and Dependence: UK Guidelines for Clinical Management, and the suite of NICE
technology appraisals and clinical guidelines on drug misuse

* Clinical governance has been found to be inconsistently implemented and applied in
healthcare settings, especially in drug treatment and in primary care

« Clinical governance is complex in the drug treatment sector, which crosses health, social
care and criminal justice, and organisational boundaries.

Improvement in the clinical governance framework for drug treatment and for service
providers is a stepwise process. This guidance is aimed at assisting with realistic
improvements. It is not intended as a one-size-fits-all blueprint for delivery. Some large
organisations will already have access to highly developed support systems. Other
organisations will not have this but will wish to improve their current support structure.
Provider groups covering local drug partnership areas present an opportunity for providers to
enhance clinical governance across the partnership and to consider sharing or utilisation of
resources.

2.2 Clinical governance content

Clinical governance is usually conceived of as a framework containing a number of domains
to be addressed. Some elements within these domains are generic to all health and social
care, for example, dealing with untoward incidents, and ensuring that staff are competent to
do their jobs and are adequately trained and supervised.

Focusing down on to drug treatment, there will then be particular priorities and more detailed
elements within these domains that relate specifically to drug treatment. So, for example:
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« Within the safety domain, local inquiry procedures in cases of drug related deaths can be
an important component of the investigation of untoward incidents, and policies to
address needle-stick injuries are a relevant element of patient safety standards

» Staff competence includes a doctor s or a nurse s or a drugs worker s competencies to
provide specific drug treatments and will also extend to requirements for continuing
professional development and clinical supervision and other mechanisms for staff
development.

2.3 Clinical governance process

A number of different processes will apply in any clinical governance system but one of the
essential elements is clinical audit. This is a cycle for setting standards, monitoring
performance against the standards, taking action to improve followed by further review.
Some standards will be determined by external processes, such as the NTA/Healthcare
Commission Service Reviews. Others will arise from locally-driven priorities.

Clinical governance processes can work most efficiently by fitting in with any existing and

required processes and timetables for reporting or review, for example, the annual treatment
planning process.

2.4 Responsibilities of providers and commissioners

All providers delivering health or social care wh ether NHS, local authority, criminal justice
or independent sector and commissioners of such c are, have a responsibility to ensure
effective clinical governance in drug treatment services. In many cases carrying out these
responsibilities will be a statutory (i.e. for NHS and NHS-commissioned services) or
contractual (for DAT and other non-NHS commissioned services) requirement. In others,
these are not statutory or contractual obligations but are clearly recognised as best practice
in providing assurance of the quality of care. The responsibilities can be summarised as
follows:

e Local drug partnerships take the lead on planning and commissioning treatment
services in their area. They should take a lead in ensuring that effective local systems for
clinical governance are in place and that clinical governance is embedded within the
services they commission. However, the statutory responsibility for clinical governance
will usually fall to some of their member organisations.

« Primary care trusts are required to commission care that complies with Standards for
Better Health and to have mechanisms in place to monitor compliance. NTA/Healthcare
Commission substance misuse criteria are also a key driver of improvement in quality in
recent years. When commissioning care within the NHS there will also be clinical
governance responsibilities for the NHS provider. However, the PCT s responsibilities for
standards-compliant care are especially pertinent when commissioning voluntary sector
services, when the PCT commissioner has a statutory responsibility for ensuring good
clinical governance. Further guidance to support effective commissioning for clinical
governance is planned for 2008. Local commissioning partnerships, and PCT
commissioners especially, take the lead in requiring services to implement or improve
clinical governance, by building these requirements into service level agreements and
ensuring compliance through performance management.

¢ Mental health and foundation trust drug treatment services must take part in their
trust clinical governance system and should designate a clinical governance lead.
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* Primary care services must take part in the local NHS clinical governance system. They
should designate a clinical governance lead in every practice and participate in clinical
governance activity across the PCT.

« Non-statutory sector providers should all carry out elements of clinical governance as
good practice but most will also have responsibilities depending on how they are
commissioned and the services they provide. These include:

- Those registered as independent healthcare providers with the Healthcare
Commission have a statutory requirement to assure themselves against the
Independent Healthcare Minimum Standards.

- Those commissioned by PCTs will be accountable to them for clinical governance,
and should be assured against Standards for Better Health and NTA/Healthcare
Commission criteria.

- Registered care homes will operate within the regulation of the Commission for Social
Care Inspection (CSCI) and be required to meet standards for systems of
governance, although it will not be called clinical governance.

- Services that are not regulated by the Healthcare Commissioner, CSCI or other
mechanisms will also be expected to deliver services in line with national standards
and guidance. They may be contractually required to provide assurance against a
range of other standards, for example local authority Best Value Performance
Indicators. Clinical governance is good practice for drug treatment providers whether
or not it is required by contracts.

e Services that cover multiple geographical areas or a number of different treatment
modalities may be required to meet the clinical governance requirements of multiple
commissioners.

e Prison healthcare commissioned jointly by the PCT and prison will be subject to the
same requirements as other healthcare for NHS patients. Some drug treatment, including
CARATS, accredited cognitive behavioural programmes and therapeutic community
programmes, will be directly commissioned by the prison service or private prisons and
fall outside these requirements. The National Drug Programme Delivery Unit (NDPDU),
prison healthcare managers and governors (or directors of contracted-out prisons), as
appropriate, can all ensure quality and safety by ensuring that effective clinical
governance is in place for these programmes.

< Community criminal justice drug treatment covers clinical treatment for drug misusing
offenders provided by services already providing treatment to other drug misusers (in
which case it will usually be subject to the same requirements as other healthcare for
NHS patients) and psychosocial interventions commissioned or provided by the probation
services, which may benefit from clinical governance mechanisms.

It is important to note that many clinical staff (doctors, nurses, clinical psychologists and
pharmacists) have a professional duty to undertake clinical governance in whichever type of
service they are based. They will need to ensure that the requirements on them as
professionals are reflected in organisational arrangements.

2.5 Standards frameworks

Clinical governance is usually delivered through a framewaork of quality standards. In the
NHS the key framework is now Standards for Better Health, although many providers will be
more familiar with the seven pillars . This can provide the basis of a framework for all drug
treatment but, in practice, in order to address treatment and care priorities within drug
treatment, this needs to be supplemented with drug misuse-specific standards. Examples
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include the use of NTA/Healthcare Commission criteria, and the use of standards from other
relevant areas of care and treatment, including statutory standards for some providers of
health and social care.

2.6 Implementing clinical governance

Fully-developed clinical governance can be complex. Organisations may need to start with a
simple framework and build up to a fully developed system over a number of years.
Providers and commissioners intending to deliver safe and effective care and who have
recognised the value and importance of clinical governance need at least to start the
implementation process.

Implementation will vary depending on the size and nature of the organisation. A large
mental health trust or PCT may have a clinical governance team and committees dedicated
to different aspects of clinical governance. A small voluntary organisation may only need to
identify a clinical governance lead and ensure that it carries out modest clinical governance
activities in accordance with the requirements of its commissioner.

The drug treatment sector has the opportunity to share knowledge and experience between

partners and provider services. The current range of treatment provider groups allow for such
exchange and partnerships may wish to consider supporting such initiatives.
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3 Introduction

Clinical governance what s in it for me?

The more people grasp it the more they want to be involved. This is exciting - as chair of a
big committee, it is akin to conducting an orchestra of accomplished players. The cardinal
benefit has been the ability to form a culture that feels good. Staff [from all involved services]
know that they belong to this Directorate. It has removed any sense of poorer sister borough
and allowed for the expression of local need as well as local qualities.
Camden and North West London Mental Health Trust (William Shanahan, medical director
and chair, clinical governance committee)

The service itself benefits from the structured approach to its quality initiatives, being able to
identify policy gaps, demonstrate delivery of clinical quality already established and a feeling
of improved integration with the local NHS.

Lifeline Kirklees (Bridget Hughes, service manager)

Now that staff are engaging with the process teams will automatically come up with service
improvement initiatives rather than these being imposed by managers. A massive vehicle
for change, very exciting

Cygnet Heathcare (Malcolm Carr, director of clinical services)

Benefits to the organisation include involvement of all staff, which is empowering to more
junior staff and allows a bottom-up approach.
Addaction

3.1 Aim of this document

The aim of this document is to advise on the effective implementation of clinical governance
among all drug treatment providers, across all tiers, whether delivering health or social care,
and whether public or independent (private or voluntary sector). The document:

« Clarifies and defines what is meant by clinical governance

* Outlines treatment providers and commissioners responsibilities regarding clinical
governance

< Qutlines senior clinicians and managers accountability for clinical governance, and
raises service provider staff s awareness of their responsibilities to work within clinical
governance frameworks

« Demonstrates through case studies how aspects of clinical governance may be
implemented in a range of drug treatment settings.

3.2 Who the guidance is for

The guidance is aimed at clinicians, commissioners and service managers in both the NHS
and independent/non-statutory sector. A clinician in this context is defined as anyone who
directly provides pharmacological or psychosocial treatment to drug misusers and therefore
includes doctors, nurses, pharmacists, psychologists and most drug workers.
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3.3 What is clinical governance?

A framework through which organisations are acco untable for continually improving the
quality of their services and safeguarding high standards of care by creating an environment
in which excellence in clinical care will flourish DH 1998

The key elements in this definition of clinical governance are:

* Framework The various activities included in cli nical governance need to be set within a
framework that enables assurance for all aspects of clinical activity in a comprehensive
and systematic way.

e Accountability Public and independent sector hea Ith and social care organisations have
a statutory duty to assure themselves on the quality of care they provide. Regulatory
authorities ensure accountability for clinical governance. A structured accountability
framework running right through the organisation can help to make everyone take
responsibility for clinical governance.

e Quality Clinical governance should aim to ensure that treatment is safe, evidence-
based, effective, cost-effective, available, accessible and equitable, and that delivers the
best possible service user experience.

« Environment One in which individuals and organis ations can openly and honestly
examine their own practice and take responsibility for change to achieve improvement.
Requires a supportive ho-blame culture which focuses on systemic improvement.

Clinical governance describes a systematic approach to monitoring and improving the
quality, safety and effectiveness of clinical interventions. There is no single task, structure or
process that is clinical governance. Rather, it describes the totality of tasks, structures and
processes implemented to improve the quality of treatment and care delivered to service
users.

Most organisations will already be carrying out many of these tasks, will have many of these
structures and will use many of these processes. So, clinical governance is not necessarily
about doing anything new but about bringing existing quality assurance activities together.

Because it is a system for improving quality, clinical governance is relevant to all individuals
and organisations providing and commissioning treatment for drug misusers, even where
their interventions might not be considered as clinical . In these settings it may be known as
practice or service governance but this document uses the single, widely-accepted term of
clinical governance. This reflects the broader definition of clinical adopted by the 2007
Clinical Guidelines (DH and devolved administrations, 2007), in which clinicians also covers
the wide range of individuals providing treatment for drug misusers.
Q3 We have referred to practice governance in 3.3 but only used clinical governance in the
i publication title and throughout the text. Will non-NHS drug treatment providers who perhaps :
do not see their services as being clinical in nature understand that the guidance applies '
i equally to them?
Typically, clinical governance covers a range of general domains and, increasingly, these are
drawn from Standards for Better Health (DH, 2004a), whose domains are listed in table 1.
These headings provide a checklist for delivering quality, but clinical governance is more
than a list it is the means by which delivery is addressed.

And for drug misuse, the headings may take on a different priority or a different focus than in
other branches of health and social care. These will be determined by, for example:

+ National drivers
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- statutory requirements

- national performance targets

- national clinical guidance, including NICE

- NTA/Healthcare Commission Service Review criteria.
* Local drivers

- commissioner priorities

- organisational priorities.

These are described in more detail in chapter 4.

Domains for clinical governance

e Safety

¢ Clinical and Cost Effectiveness

e Governance

» Patient Focus

e Accessible and Responsive Care
» Care Environment and Amenities
* Public Health

Standards for Better Health, DH 2004a

Table 1. Domains for clinical governance

34 Why this guidance is necessary

341 Clinical governance is a statutory requirement for most organisations
involved in delivering drug treatment

The Care Standards Act 2000 and the Health and Social Care (Community Health and
Standards) Act 2003, established legal obligations for the entire healthcare sector and
relevant parts of the social care sector to assure themselves annually on the quality of
services they provide or commission. The Acts also put in place new regulatory authorities
with powers to inspect health and social care, collate trusts self reports and report their
findings annually to parliament. Clinical governance is now the established mechanism by
which the government is assured on quality in clinical aspects of care.

Commissioner and provider organisations falling under the umbrella of the Acts are legally
required to have clinical governance frameworks and processes in place, and to comply with
one of the statutory standards frameworks. The Healthcare Commission conducts a yearly
assessment of the performance of every NHS trust in England: the annual health check .
This includes assessment against the core standards defined in Standards for Better Health.

The Healthcare Commission and NTA have been conducting annual reviews to assess
against criteria for drug treatment. This generally takes drug partnerships or mental health
trusts as the unit of assessment and so, between commissioned and provided services,
covers the vast majority of community drug treatment provision. In 2007/8, through joint
working with CSCI, the review will also assess services providing Tier 4 interventions. After
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2007/8, new arrangements will apply but are expected to retain some of the criteria from
previous reviews.

3.4.2 Clinical governance in drug treatment is patchy and inconsistent

There are indications that commissioning for clinical governance has been poorly developed
in PCTs across the board (CGST and NatPaCT, 2003) and there may be particular issues
with regard to independent providers including primary care (NAO, 2007).

The NTA/Healthcare Commission Service Review in 2005/6 (Healthcare Commission/NTA,
2006) found significant inconsistencies in the implementation of one element of clinical
governance in community prescribing services: clinical audit, which is regarded as a key
indicator of commitment to quality. Twenty seven percent of community prescribing services
had not undertaken any clinical audit in the previous 18 months.

Taken as a whole, the picture suggests only patchy or partial implementation of clinical
governance at present.

3.4.3 Drug misuse treatment is complex and clinical governance places different
demands on different organisations

Drug treatment cuts across many organisational boundaries: health and social care, criminal
justice, statutory and non-statutory. This means that clinical governance can be complex and
there is wide variation in clinical governance delivery within the drug treatment sector.

The principal players in drug treatment are:

e Local drug partnerships who take the lead on pla nning and commissioning treatment
services in their area. They are well-placed to also take a lead in ensuring that effective
local systems for clinical governance are in place and that clinical governance is
embedded within the services they commission. However, the statutory responsibility for
clinical governance will usually fall to some of their member organisations.

e Primary care trusts who act as bankers for the b ulk of drug treatment funding on behalf
of the local drug partnership and may also be the formal commissioners for local
treatment provision. They need to ensure and resource clinical governance in the
services they commission and they have lead responsibility for commissioned voluntary
sector services, which do not themselves have statutory clinical governance obligations.
They can work with others in the local drug treatment system to ensure that clinical
governance systems are complementary and do not make excessive bureaucratic
demands.

¢ Mental health trusts which provide much of the c linical drug treatment in some areas
and have trust-wide clinical governance systems in place.

e Primary care providers which provide an increasi ng amount of community prescribing
and should participate in clinical governance across the PCT.

e The voluntary and private sectors which mostly p rovide treatment commissioned by
local commissioners but may also provide their services independently. They may have a
variety of quality assurance mechanisms and will increasingly need to engage with NHS
clinical governance systems.

These and other responsibilities are described in more detail in chapter 6.
One particular factor causing variation has been a lack of recognition of who is responsible

for clinical governance of any service they commission. For instance it is not uncommon for a
local drug partnership to commission an independent service provider to provide a part of its
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drug treatment system. However it may be the PCT that actually procures the service and
contracts with the service provider, in which case the PCT is statutorily accountable for the
clinical governance of the independent provider.

Some interventions provided for drug misusers and the organisations providing them are
not covered by statutory requirements for clinical governance. These may include housing
and housing support, and some other interventions. They are often services provided by
voluntary sector community and residential services. They may be local authority
commissioned or provided services. Even where statutory requirements for clinical
governance do not apply, it is important that all providers of all types of services to drug
misusers strive for high quality care, and apply quality assurance and clinical governance
principles outlined in this briefing. Increasingly, clinical governance will be required of all
commissioned services.
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4  The content of clinical governance

Clinical governance is often considered in a framework of domains covered by Standards for
Better Health (SfBH), although it may use or incl ude additional domains from other
relevant standards or guidance. Table 1 in the introduction lists the SfBH domains to be
covered in a clinical governance framework. All are relevant for drug treatment services but
some have more specific relevance or particular requirements.

Mental health trusts and primary care trusts are assessed against the core standards within
these domains by the Healthcare Commission (Healthcare Commission, 2007a and 2007b).
Drug treatment systems (and some services) are currently assessed against NTA/Healthcare
Commission Service Review criteria, which also cover aspects within these domains.

Q4 Standards for Better Health are the key standards for the NHS and, in the future, likely to
form the basis of standards for both health and social care. However, would it be helpful here
to explain how relationships with other quality assurance systems might work?

Q5 Chapter 4 only contains enough information to describe briefly how each domain relates
to clinical governance in drug treatment. Would more or less information be useful under
each heading?

4.1 Safety

The safety domain covers issues such as deaths and other adverse incidents, child
protection, medicines safety and hazardous waste disposal. Patient safety should be
enhanced by the use of health care processes, working practices and systemic activities that
prevent or reduce the risk of harm to patients.

Proper risk management is vital in drug treatment and, in addition to the risks common to any
workplace and public clinical environment, should pay special attention to:

« Safe prescribing and handling of medicines appro priate prescribing, dispensing
accuracy, on-site storage, home storage, prescription security and communication with
pharmacists, etc.

* Blood-borne viruses preventing and responding to needle-stick and other injuries, and
vaccination of staff.

Risk management includes both prevention and review of untoward incidents. Review
processes will include incident reporting, investigation and review (including confidential
inquiries into drug related deaths). It is an important principle of effective clinical governance
that an appropriate no-blame culture underpins the approach to dealing with untoward
incidents as they occur. Preventative processes include infection control, action on safety
notices, safety and decontamination of medical devices, child protection procedures,
medicines management and waste management.

NHS and independent organisations providing services that may involve the management or
use of controlled drugs are required by law to appoint an accountable officer. Accountable
officers are responsible for ensuring compliance with misuse of drugs legislation and the
safe, effective management of controlled drugs within their organisations and within those
organisations with whom they contract relevant work.

Clinical Governance in Drug Treatment: A draft good practice guide for providers and commissioners 16/58







