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Memorandum of Understanding between Healthcare Insp  ectorate Wales, (hereinafter
called “HIW") and the CEMACH (hereinafter called “t  he Enquiry”)

Introduction

1.

6.

The objective of this Memorandum of Understanding is to outline the framework that
HIW and the Enquiry have agreed for collaboration and co-operation to support the
development of a strategic partnership.

HIW was established on the 1% April 2004 by the Health and Social Care (Community
Health and Standards) Act 2003 and is part of the Welsh Assembly Government. It
has a recognised independence to carry out its functions, which is to provide the
public with assurance about the quality and safety of healthcare and to drive the
improvement of healthcare in Wales.

The Enquiry was established in 2003. It is currently hosted by the Royal College of
Obstetricians and Gynaecologists (RCOG) though runs as an independent body with
its own Board. The Enquiry has two core activities. First, it undertakes ongoing
surveillance of maternal and perinatal mortality and, second, it carries out national
and local clinical audits and enquiries on maternal, perinatal and child health.

The statutory functions of HIW and the charitable objectives of the Enquiry are set
out at Annex A.

The details of those in HIW and the Enquiry responsible for the operation of this
Memorandum appear at Annex B.

A glossary of terms appears at Annex C.

Scope of the Memorandum of Understanding

7.

10.

This Memorandum defines the circumstances in which, and the processes through
which, HIW and the Enquiry will co-operate when carrying out their respective
functions in Wales. This memorandum applies to the work carried out by CEMACH
for Wales under contract to the National Patient Safety Agency and funded by the
Welsh Assembly Government. A similar Memorandum of Understanding defines the
arrangements between CEMACH and the Healthcare Commission in England.

Specifically, the Enquiry undertakes national confidential enquiries into maternal
deaths and other national reviews in the fields of maternal, perinatal and child health.
Further the Enquiry carries out maternal and perinatal mortality surveillance. HIW
wishes to have early sight of the recommendations of these enquiries and explore
making use of these findings to inform its review programme. Further, HIW wishes to
have access to certain data from the Enquiry’s surveillance system in order to help it
in establishing early warning arrangements in respect of providers with higher than
expected maternal and perinatal mortality and other adverse clinical outcomes

HIW and the Enquiry will keep under review the potential for sharing of information
with regard to other potential causes of concern that arise from time to time as a
result of Enquiry work, whilst recognising the limitations required by the confidential
nature of the Enquiry’s work and the constraints involved in ensuring ongoing clinical
support for the enquiry programme.

HIW will include as part of its review programme consideration of how organisations
have implemented recommendations from CEMACH enquiries to provide assurance
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that these have been acted upon and content for the post project review reports that
they will be providing as part of CEMACH contract with the National Patient Safety
Agency.

11. Nothing in this Memorandum reduces the statutory duties of HIW or the
responsibilities and reporting rights of either organisation, even where they have
decided to work collaboratively. This Memorandum does not place additional legal
obligations on either organisation, nor does it imply any transfer of responsibility from
one to the other, nor sharing of functions. In operating within the terms of this
Memorandum, each organisation will continue to work within their respective
framework and functions at all times.

12. Equally, either organisation can decline a request to collaborate on a specific piece of
work on the grounds of efficiency or effectiveness or because to do so is deemed
either not to be in the best interests of those using services or directly conflicts with
either organisation’s statutory duties, policies or functions.

13. The relevant officers (as named in Annex B) in each organisation will monitor and
keep under review areas of co-operation and areas where co-operation has been
deemed inappropriate as part of the annual review of the working of this
Memorandum.

Principles of joint working between HIW and the Enqg uiry

14. HIW is a signatory to the Concordat between bodies inspecting, regulating and
auditing health and social care in Wales. HIW and the Enquiry have agreed to work
together following the general principles of the Concordat. In particular, all decisions
about collaborative working between HIW and the Enquiry will be subject to the
following general principles:

HIW and the Enquiry will respect each other’s independent status and will
cooperate when necessary or appropriate;

the working relationship of HIW and Enquiry will be governed by the need to
deliver maximum benefits to those using health services and the need to avoid
unnecessary duplication and overlap;

HIW and the Enquiry will work together in undertaking their respective functions
when this contributes most to improvements in healthcare services;

HIW and the Enquiry will work together to encourage the development of
consistent, high quality, accurate information in relation to maternity and child
health services services;

HIW and the Enquiry will be open and transparent in their decisions about when
and where it is considered appropriate for them to work collaboratively.
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Functions covered

15. The remaining sections of this Memorandum set out the principles and processes
which HIW and the Enquiry will follow when working co-operatively.

16. Subject to the availability of resources in each organisation, such co-operation will be
appropriate in the following key areas:

Co-ordination and exchange of information

Collaboration on early warning and surveillance systems

Enquiry findings and recommendations and the annual health check
Clinical practice reviews

Cross referral of concerns, subject to limitations identified in para 10
Expert advice

Seeking and giving advice

External communications

Sharing resources

Pan-UK activities

Exploration of potential for future extension of collaboration

17. This list is not intended to be exhaustive. Additions can be made to the list between
annual review dates by agreement between the relevant officials. Any collaborative
work undertaken by HIW and the Enquiry but not identified by this Memorandum
should nonetheless be carried out in accordance with the principles outlined in this
Memorandum.

Levels of co-operation

18. Each organisation, through their respective senior representatives, undertakes to
keep the other informed on matters of strategic mutual interest.

19. The working relationship between HIW and the Enquiry will be characterised by
regular contact and open exchange of information, including formal and informal
meetings at all levels. The relevant officials within each organisation will keep these
arrangements under review. Both organisations will ensure that they co-operate in
respect of any issues that appear to have implications or significant interest to
relevant bodies in other parts of the UK.

Potential areas for collaboration between HIW andt  he Enquiry
Co-ordination and exchange of information

20. HIW and the Enquiry will share information about trends, concerns, data, approaches
and initiatives, which are relevant to the shared aim of ensuring that maternity and
child health services are being practised to relevant standards and that data
collection is sufficiently robust to identify all relevant complications and unfavourable
outcomes. Details of information to be shared are set out in an associated
Information Sharing Agreement (Appendix C).
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21. In sharing information under the provisions of this Memorandum, any protocols and
otherwise, HIW and the Enquiry will comply with all relevant legislation, including the
Data Protection Act 1998 and section 136 Health and Social Care (Community
Health and Standards) Act 2003, as well as all other policies, procedures, codes of
practice, frameworks and other similar documents particular to both bodies.

Collaboration on early warning and surveillance systems

22. Both organisations will collaborate on the development of indicators that may be
used for the early identification of health service providers with worse than expected
maternity and neonatal services outcomes as part of the development of an early
warning and surveillance system.

This development may apply both to the Enquiry’s existing maternal and perinatal
mortality surveillance systems, through adjusting crude data to reflect case mix and
other variations.

Enquiry findings and recommendations and the annual health check

23. It will be conducive to the successful delivery of their responsibilities by both
organisations for HIW to have early sight of Enquiry findings and recommendations.
This will better enable HIW to explore the inclusion of enquiry findings and
recommendations in its review programme, screening and special reviews or to
otherwise use such results to inform that process. In turn, this will enable the Enquiry
to demonstrate that appropriate action is being taken within the NHS on those of its
recommendations which are reflected in the annual health check. The Enquiry will
therefore provide an ongoing record of its main findings and, in respect of its
recommendations, will forward these to HIW as soon as they have received the
necessary level of approval from the CEMACH board.

Clinical practice reviews

24. Both organisations will collaborate with others, towards agreeing a set of principles
to describe effective and efficient review processes of clinical practice, when there
are real or perceived concerns about the effectiveness or safety of maternity and
child health services. HIW and the Enquiry will review whether they can collaborate
on clinical practice reviews; for example, the Enquiry could be invited by a trust,
organisation or network to undertake a clinical practice review of a maternity unit as a
result of information provided by HIW, subject to mutual agreement between HIW,
the Enquiry and the trust, organisation or network involved.

Memorandum of Understanding — HIW and CEMACH 5



Cross-referral of concerns subject to limitations identified in para 10

25. The Enquiry and HIW will consider the development of a supporting protocol to
determine when information received or obtained about clinical services by the
Enquiry is of such concern to require cross referral as part of the development of
early warning system in respect of maternity services, whilst recognising that the
Enquiry needs to exercise discretion in the use of any such powers due to the
enquiry’s confidential nature and the need to ensure clinical support for the conduct
of the enquiry without qualification by any medico-legal considerations. This does not
preclude confidential concerns that HIW is made aware of.

Expert advice

26. Each organisation will endeavour to assist the other in securing timely expert advice,
for example, clinical opinion or data management/technical/statistical support. The
feasibility of sharing or pooling sources of expert advice may be explored, in order to
minimise duplication overlap and use of resources.

Seeking and giving advice

27. Each organisation will, on request, provide advice to the other on matters within its
competence, subject to the availability of resources and the absence of conflict with
the functions of the organisation requested to provide that advice.

28. HIW and the Enquiry may produce a joint report on any matter where this is in the
interests of the efficient and effective discharge of the functions of each organisation,
and may collaborate in order to share good practice, learning or to promote
consistency in relation to peer or clinical practice review.

External communications

29. Each organisation will involve the other in meetings, conferences and other public
discussions relating to collaborative work.

30. Where appropriate, both organisations will issue joint press releases or public
statements on any matters or cases substantially within the remit of both HIW and
the Enquiry. When appropriate, each organisation will notify or copy to the other in
advance of issue any press release or public statement on any matter or case that
has some bearing on the other organisation.

31. Each organisation will include on its website relevant links to the website of the other.
Sharing resources

32. HIW and the Enquiry will, where appropriate, share resources on diverse aspects of
their functions.

33. Where either organisation, in the exercise of its functions, is required to recruit, induct
and deploy panels of lay/peer reviewers, users of services or expert assessors
(including panels of interpreters) it should maximise the opportunities for
collaborative working with the other where appropriate.

Pan-UK activities
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32. Each organisation will keep the other informed of relevant activities relating to other
parts of the United Kingdom or the UK as a whole.

Exploration of potential for future extension of collaboration

33. This Memorandum of Understanding is seen as representing a first stage in the
development of protocols between HIW and the Enquiry. There is a need for some
caution partly to ensure continued support for the Enquiry’s work and partly because
enquiry programmes may need further development before they reach their full
potential. There is believed to be scope for further development of mutual work by
both organisations as HIW is a natural stakeholder for the Enquiry’s maternal and
perinatal mortality surveillance work and both organisations carry out reviews and
enquiries in Wales. Both organisations are committed to the further exploration of
opportunities and potential for the future extension of collaboration between them.

Reconciliation of disagreement

34. Any disagreement between HIW and the Enquiry will normally be resolved at working
level between the relevant officials. If this is not possible, it may be referred upwards
through those responsible for operating this Memorandum, up to and including the
Chief Executives of HIW and the Enquiry, who will jointly be responsible for ensuring
a mutually satisfactory resolution.

Review of the Memorandum of Understanding

35. This Memorandum will be reviewed and renewed annually.

Signed:

Dr Peter Higson

Chief Executive,

Healthcare Inspectorate Wales
Bevan House

Caerphilly Business Park

Van Road

Caerphilly

CF83 3ED

Dated:

Signed:

Richard Congdon

Chief Executive,

CEMACH

Chiltern Court — lower ground floor
188 Baker Street

London

NW1T 5SD

Dated:
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Annex A

Roles and responsibilities of HIW and CEMACH
HIW

Functions and responsibilities

Healthcare Inspectorate Wales (HIW) carries out the functions of the Welsh Ministers
conferred by Chapter 4 of Part 2 of the Health and Social Care (Community Health and
Standards) Act 2003. HIW is a Unit within the Welsh Assembly Government exercising
functions of the Welsh Ministers under the Carltona principle The functions of the National
Assembly for Wales have now been transferred under the new constitutional arrangements
brought into effect by the Government of Wales Act 2006 to the Welsh Ministers.

HIW'’s core responsibility is to undertake reviews and investigations into the provision of
NHS funded care either by or for Welsh NHS organisations in order to provide independent
assurance about and to support the continuous improvement in the quality and safety of
Welsh NHS funded care.

The frameworks of Clinical Governance and Healthcare Standards set by the Welsh
Ministers are central to the way in which HIW assesses Welsh NHS organisations and
Welsh NHS funded care.

From 1 April 2006, the responsibility for the regulation of independent healthcare under the
remit of the Care Standards Act 2000 has become a function of HIW. Independent
healthcare settings include acute hospitals, mental health establishments, dental
anaesthesia settings, hospices, private medical practices, and clinics where prescribed
techniques include class 3b and 4 lasers.

In addition on 1 April 2006, following the abolition of Health Professions Wales, HIW
assumed responsibility for the statutory supervision of midwives and also entered an
agreement with the Nursing and Midwifery Council (NMC) to conduct annual monitoring of
higher education institutions in Wales which offers approved NMC programmes.
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Confidential Enquiry into Maternal and Child Health
Background

CEMACH is currently hosted by the Royal College of Obstetricians and Gynaecologists
although its Board has approved plans for it to become incorporated as a charitable
company limited by guarantee. It was established in 2003. It carries out national
confidential enquiries in maternal, perinatal and child health and associated activities (e.g.
maternal and perinatal mortality surveillance and clinical audits at individual trusts, research
projects and educational activities) which are supportive of this core role.

Core responsibilities
The Enquiry is dedicated to providing the maximum possible opportunity for lessons to be
learnt from adverse clinical outcomes to mothers, babies and children and believes that this

can best be achieved through confidential reviews in which blame is not attributable to
individual clinicians. .

The Enquiry, under its contract with the National Patient Safety Agency:
conducts surveillance of all maternal and perinatal deaths

carries out confidential enquiries into all maternal deaths

carries out a programme of time-limited projects into maternal, perinatal and child
health

makes recommendations on national policy in maternal, perinatal and child
health and on clinical practice at local level

CEMACH as an independent body carries out a range of contracts and projects for other
parties outside its contract with the National Patient Safety Agency. This work falls outside
the scope of this memorandum of understanding.
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Annex B

Contact details for those responsible for operating this Memorandum:

HIW

Sarah Cooper

Review Manager

Healthcare Inspectorate Wales
Bevan House

Caerphilly Business Park

Van Road

Caerphilly

CF83 3ED

Tel : 02920 928867
sarah.cooper2@wales.gsi.gov.uk

CEMACH

Shona Golightly

Director of Research and Development
CEMACH

Chiltern Court — lower ground floor

188 Baker Street

London NW1 5SD

Tel: 0207 486 1191
shona.golightly@cemach.org.uk
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Annex C
Information Sharing Agreement

These schedules have been made in accordance with principles set out in the following
documents:

1. The Concordat between bodies inspecting, regulating and auditing health and social care
in Wales has been used as a template to identify appropriate principles;

2. Memorandum of Understanding between CEMACH and HIW.

Parties to the agreement
HIW and CEMACH

The information to be shared
The specific information to be shared is set out in individual worksheets. It does not currently
include confidential personal information.

Purposes for which information will be obtained
General purpose

The information will be shared to enable:

1. HIW to fulfil its statutory obligations as defined in the Health and Social Care (Community
Health and Standards) Act 2003 to promote the improvement of the provision of healthcare
provided by and for NHS bodies; and

2. CEMACH to fulfil its responsibilities as a national confidential enquiry.

Relevant statutory and common law
The following are relevant to this agreement:

Data Protection Act 1998

Freedom of Information Act 2000

Human Rights Act 1998

Common Law Duty of Confidentiality

Health and Social Care (Community Health and Standards) Act 2003

Overview of Process for Agreement of individual sch edules

1. Requests for specific data sets will complete as far as possible an information schedule
2. Requests will be reviewed / amended and actioned through the Information Sharing
Group

3. Requests will be signed off by the CEMACH / HIW Management leads or their designated
representatives as listed in the Memorandum of Understanding Joint Working & Co-
ordination Group

Arrangements for handling information

General

The information shared within this agreement relates to information that is not personal or,
confidential although it may be sensitive.

Information provided by CEMACH or HIW to the other party identifying an organisation
responsible for any aspect of health care should not be publicly quoted. It may however be
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used to initiate further enquiries to enable the receiving organisation to fulfil its
responsibilities.

Freedom of Information Act

As an independent body not in the public sector CEMACH is not subject to the Freedom of
Information Act. If an FOI request for disclosure is made to HIW, relating to material
CEMACH has provided, HIW will inform CEMACH as soon as possible of the nature of the
request and ascertain the potential implications should disclosure be made. They should
also seek the advice of their FOI Officer, as to whether or not information should be
disclosed and under what circumstances. The final decision will rest with the organisation
receiving the request — in accordance with the Freedom of Information Act 2000.

Records Management:

HIW and CEMACH have suitable systems and arrangements in place in relation to the
security, transit filing, archiving, retention and disposal of personal information. These are
outlined in the Welsh Assembly Governments Records Management Policy which is
applicable to HIW and in CEMACH's Information Security Policy respectively. They include
the following:

 All electronic and paper records containing confidential personal information will never be
left insecurely and will be handled in accordance with the systems and arrangements
outlined in the Policies, whether in transit, in use, or stored on a computer

» Paper records will always be locked away when they are not in use, including at the end of
every working day

» Access to confidential personal information, whether in transit, in use, or storage, will be
limited strictly to those individuals who need to see it and records of access to information
archived on site and offsite will be maintained

Length of time information is to be held

Any information obtained by HIW and CEMACH will not be retained for longer than is
necessary than for the purpose that it was intended, in line with the Welsh Assembly
Governments Records Management Policy.

For all information shared under this agreement, a review will take place 12 months after
receipt as to whether the information is still required. If not, all copies should be disposed of.
All original information should be returned to the source.

Access and security procedures

Only appropriate and properly authorised persons will have access to the information
specified in this agreement. The nomination of appropriate persons will normally be decided
at the working level between the relevant officials who are outlined in Annex 1.

Both HIW and the CEMACH will share information, electronically, between organisations as

outlined in Annex 1 and 2, except confidential information that will be shared in the form of
computer media sent via recorded post.

An assessment of the risks associated with the security in relation to the obtaining, storage
and disclosure of information will take place when this agreement is reviewed.

[1] http://www.opsi.gov.uk/acts/acts2003/30043--.htm#136

Memorandum of Understanding — HIW and CEMACH 12



[2] http://www.opsi.gov.uk/acts/acts2003/30043--.htm#137
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Annex D

Information to be shared

Specific details for information sharing agreemenbetween CEMACH and HIW

Dataset Provider Definition Variables Frequency
Maternal deaths CEMACH A death of a woman whilegpent or | Date of death One off download in first
within 42 days of termination of Date of notification quarter of 2008 and monthly
pregnancy, from any cause related tg @ource of notification (from thereafter
aggravated by the pregnancy or its | 2008)
management, but not from accidental Place of death i.e. provider unit
or incidental causes Age at death
Provisional cause of death
Provisional classification of death
i.e. direct/indirect
Perinatal deaths CEMACH Stillbirths and neonatalthds No specific agreement at present but may legt@allevelop further
in relation to : -
- Share information on whether organisations in Wedgsesent
perinatal mortality outliers and compare to TrzstESss
England and Wales.
Use the All Wales Perinatal Survey Data to furithevelop this
area further.
Early sight of CEMACH Confidential enquiry recommendations
recommendations
following

approval by the
CEMACH Board
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