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Introduction

The issuing of safety and hazard information from a number of NHS Agencies such
as, Medicines and Healthcare Products Regulatory Agency (MHRA), NHS Estates
and The National Patient Safety Agency is well established. Most of the
information/requirements contained in the Safety Alert Broadcasts (SABs) are
lessons learned from incident investigations or information relating to defective
products.

The NHS SAB information cascade and feedback system includes the need for all
NHS Trusts to provide a positive assurance of action via the Department of Health
(DoH) internet site.

Non compliance with the deadline stated within each SAB attracts an intervention /
performance management from the Strategic Health Authority (SHA) and more
importantly places the Trusts patients at risk.

In addition to the above all NHS Trusts are required to annually assess and declare
their compliance with the Standards for Better Health. Standard C1(b) states:

‘Healthcare organisations protect patients through systems that ensure that patient
safety notices, alerts and other communications concerning patient safety which
require actions are acted upon within the required timescales’.

Health Care Standards (C1b) - 2008

PURPOSE

Leeds Teaching Hospitals NHS Trust is committed to the full and timely
implementation of alerts received from the Department of Health and it's Agencies
via the Safety Alert Broadcast System.

This Policy and Procedures document contributes to the Trust objectives to ensure
the increasing safety of our patients and staff by ensuring that all SAB’s are fully
implemented within the timescales provided by the NHS Agency issuing the SAB.

The Trust will ensure that not only is immediate action taken to implement the alerts,
but also a system of monitoring is established to provide an assurance to the Trust
Board, Divisions and Directorates on each SABs current status.

The necessary assurances (receipt of SABs, action plan development, and
successful completion of action plans) will be provided to the Department of Health
by the Trust's SAB Liaison Officer (Head of Health and Safety) following the receipt
of assurances provided by each Directorate SAB Lead.

Failure to follow this policy could result in the i nstigation of disciplinary
procedures .
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DEFINITIONS

SAB - Safety Alert Broadcast

NPSA - National Patient Safety Agency

DoH - Department of Health

MHRA - Medicines and Healthcare Products Regulatory Agency

DUTIES WITHIN THE ORGANISATION
Chief Executive

The Trust’'s Chief Executive as “Accountable Officer” is responsible for the safe
delivery of all the services provided by Leeds Teaching Hospitals NHS Trust. This
responsibility includes the creation of an effective system for the management of
Safety Alert Broadcasts.

Medical Director

The Chief Executive has delegated the authority for the effective creation and
maintenance of the SABs system to the Medical Director. The day to day
management of the SABs system is delegated to the SAB Liaison Officer (Head of
Health and Safety).

Trust SAB Liaison Officer (Head of Health and Safet vy)

The Medical Director has identified the Head of Health and Safety to act as “Trust
SAB Liaison Officer”.

The role and responsibilities of the SAB Liaison Officer are outlined below:

SAB Policy development and review.

The Department of Health (DoH) emails a copy of the Alert to the Trust's
Liaison Officer (Health and Safety Department). The Trust's SAB Liaison
Officer acknowledges receipt of SAB via the DoH SAB website within agreed
timescales.

SABs from The Medicines and Healthcare Products Reg  ulatory Agency
The Trust's SAB Lead emails the LTH Assurance Form together with the
Alert to the Directorates SABs Contact Point for Action for local evaluation,
action and subsequent positive assurance.

SABs originating from DoH GREFD : Only the Head of Estates (operational
Services) will receive the SAB for assessment and action from the Trust SAB
Liaison Officer. If the Head of Estates decides that all Directorates need to
respond, the Trust SAB Liaison Officer will facilitate the circulation and
assurance process.

SABs originating from The National Patient Safety A gency and
Department of Health : On issues of Trust Policy / Clinical Practice and
similar matters, only the Director of Quality will receive the SAB for
assessment to determine who should lead the action on behalf of the Trust.
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The Director of Quality then monitors and maintains the assurance process
for these alerts. If the Director of Quality decides that all Directorates need to
respond, the Trust SAB Liaison Officer will facilitate the circulation and
assurance process.

Provides assurance based on information received from SAB leads to the
DoH (via the SAB website) that the Trust has implemented the actions and is
fully compliant by the stated date.

Provides the Chief Executive, Medical Director, Divisional General Managers
and Directorate Managers with a monthly status report identifying Directorate
compliance with each SAB.

Directorate and Similar Senior Managers
Are responsible for the following:

Establishing effective local arrangements for the timely management of SAB,
including the cascade of information to all services within the Directorate.

Nominating a single SAB contact point for the receipt of SAB information and
feedback of a positive Directorate assurance to the Trust SAB Liaison Officer.

The nominated Directorate Lead will record on behalf of the Directorate
Manager the following information via the LTH response form provided with
each SAB.

Successful receipt of the SAB

Relevance of the SAB to the particular Directorate

Timely preparation of an action plan for relevant SAB

Confirm timely completion of that action plan

Sufficient evidence to demonstrate compliance with the action plan

agrwnE

Review the effectiveness of the local arrangements.

Ensure that uncontrolled risks / non compliances with SAB requirements are
included in the Directorates Risk Register.

Directorate SAB Coordinator

Assesses required actions and distributes the SAB within their areas of
operation.

Provides an assurance to the Trust SAB Liaison Officer on behalf of the
Directorate via the SAB response form (appendix 1) confirming that the SAB
is not relevant or an action plan has been developed.

Provides assurance via the SAB response form of full compliance with the
agreed action plan by the stated deadline.
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POLICY EFFECT

The full and effective implementation of this Policy will ensure that the Leeds
Teaching Hospitals creates a safer environment for patients and staff.

An additional benefit will be the Trusts positive annual declaration of compliance
with the NHS Standards For Better Health and statuary compliance with Health and
Safety legislation. The following represent the key stages in ensuring effective
management arrangements:

1. The Trust's Head of Health and Safety is the lead for the receipt of SAB’s
and subsequent assurance of compliance to DoH.

2. SAB’s may be generated by a number of NHS Agencies each of which is
managed slightly differently, please refer to section 7 role of Directorate SAB
Co-ordinator.

3. Each Directorate and similar management unit will identify a Senior Manager
to act as the Directorate SAB Coordinator, please refer to section 4 role of
the Trust’s SAB Liaison Officer.

4. The Trust’'s SAB lead will provide monthly reports on the Trusts actions /
activity to comply with the requirements of each SAB, this report will be
distributed to the following — Chief Executive, Medical Director, Divisional
General Managers and Directorate Managers.

5. The Head of Health and Safety will provide the annual declaration of
compliance with the NHS Standards for Better Health (C1b) and provide
evidence to support the annual assessment.

PRIORITISATION OF WORK

It is essential that the Trust has an effective system to distribute and action NHS
Safety Alerts. These systems will ensure the Trust meets the requirements of the
NHS patient safety agenda.

The development of an effective safety culture is an on going process to which the
SAB system is an important component — the development of a safety culture must
be seen to be as important as other targets and requirements.

RESPONSIBILITY FOR DOCUMENT DEVELOPMENT

The Trust’'s Head of Health and Safety is the nominated SAB Liaison Officer and is
responsible for the development of operational policies and procedures.

EQUALITY IMPACT ASSESSMENT

1. Screening

How relevant is this policy and its associated procedures to promoting equality and human rights and to
eliminating discrimination? (indicate in boxes below)
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Not relevant Partly relevant (say Very relevant
which parts)

Race/ethnic group: X
Disability": X
Gender including X
transsexuals:

Age: X
Sexual Orientation: X
Religion: X
Human Rights? X
Carers or other group X
(please state)

2. Assessing Impact ( To be completed where the policy and associated procedures has been

determined as relevant in the screening process)

Please specify, in the rows below, anything that you have included in this policy and its associated
procedures to ensure that equality is promoted and that no one will be unlawfully disadvantaged

(discriminated against) as a result of this policy

Not felt to be relevant — management arrangement to implement NHS safety alerts

Race/ethnic group:

Disability:

Gender:

% How relevant is this policy and its associated procedures to promoting equality and human
rights and to eliminating discrimination? (indicate in boxes below)
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Age:

Sexual Orientation:

Religion:

Human Rights

Carers or other group
(please state):

9

10

11

12

13

14

IDENTIFICATION OF STAKEHOLDERS
The following Groups and Organisations have been identified as stakeholders
LTH Directors and Senior Managers
Healthcare commission
NHS Litigation Authority
Strategic Health Authority

Health and safety Executive

CONSULTATION AND COMMUNICATION WITH STAKEHOLDERS

A draft policy was circulated to the Director of Quality, Divisional Managers,
Directorate Managers and Directorate SAB Coordinators

POLICY APPROVAL AND RATIFICATION

This Policy was approved by the Trust Board on ??/??/??08

PROCESS FOR REVIEW/REVISION
This Policy will be reviewed by the Head of Health and Safety bi annually.

COMMUNICATION AND DISSEMINATION

Following Trust Board approval the SAB Management Policy will be emailed to
all Stakeholders. The Policy will also be published on the Trust Intranet.
IMPLEMENTATION

This Policy is a revision of the Trusts previous SAB Management Policy (2006).
The requirements of the NHS SAB system are currently embedded with existing
management arrangements.
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16

MONITORING COMPLIANCE AND EFFECTIVENESS

External Evaluation

The Trusts SAB performance and that of all NHS Trusts is externally monitored
by the Department of Health and Strategic Health Authority via the secure
portion of the SAB website.

The Trust is required to annually self assess its performance and make a
declaration to the Healthcare Commission (HCC), our 2007/8 declaration of
compliance with standard C1b was audited by the HCC. The Clinical Negligence
schemes for Trusts (CNST) assess and validate the Trust SAB management
arrangements.

Internal Performance Monitoring

The Trusts Head of Health and Safety will prepare a monthly monitoring report
which will identify the status of each Directorates progress in implementing the
requirements of each SAB. This record will be circulated to the following

Chief Executive

Medical Director

Director of Quality

Divisional General Managers

Directorate Managers and SAB Coordinators

REFERENCES/ASSOCIATED DOCUMENTATION
Department of Health SAB intranet site.

Healthcare Standards (C1b)

Chief Executives Bulletin (gateway 2326)

CNST Standards (NHS Litigation Authority)
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Appendix -1
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Each Directorate/Corporate
Dept (29) provides a response
of “Not relevant” or
“compliance” to HHS

“Trust (HHS) provides an assurance to DoH of
- compliance. LTH response recorded on DoH
e ebsite. ,
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Appendix 2

Directorate SAB Assurance Form  (May 2008 version)
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Appendix 3
Example of LTH SAB Monthly Monitoring Report
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