SECTION H
Local Integration

Potential bidders should be prepared to submit further documentary evidence to
support their responses in this section at the tender stage or on request. Information
provided will be tested robustly at ITT stage.

H.1  Critical Care Networks
i. Please describe the Potential Bidder's experience of working with their local critical
care network The description should include:

a. Details of their local critical care network
b. Information on relationships, especially those other providers in the network

c. Areas of knowledge developed through collaboration

ii. Potential bidders should provide a letter from the network manager/director and
clinical lead to confirm that the ICU is;
a. An active member of the network
b. Participates in service improvement
c. Participates in annual audits

Attached Attached
Yes No

H.2. Geographical coverage:

i.  The National ECMO Service will require a number of centres across England, with
each centre providing the ECMO service for a defined geographical referral area. The
referral areas will need to have a sufficient population to support a minimum activity
of 20 ECMO cases a year and where possible be linked to a number of local critical
care networks. Potential bidders should indicate whether they currently have links
with any of the listed critical care networks and indicate expressions of interest in
providing an ECMO service to other critical care networks in addition to their local

network.
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Existing links with

network Expression of Interest

Yes No Yes No
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ii. Please explain the reasoning for providing an ECMO service to these critical care
networks (this should be for each network the potential bidder has indicated an
expression of interest) and your rationale for this. Please include information on:

Details of established links with critical care networks

How links will be developed with critical care networks where there is not an
existing relationship

How the service can be provided in a timely fashion including reference to
retrieval of patients

Provision of national coverage

Maximum 2000 words (the use of bullet points is acceptable

All ECMO centres will be expected to:

e Accept referrals from an ICU in any area of England if the closest ECMO centre is
unable to accept the patient

e Provide surge capacity when requested which potentially will mean taking patients
from any of the geographical areas.

ii. Potential bidders should confirm they agree to provide a service to any area of
England as necessary to support the delivery of the national ECMO service, and
agree to provide surge capacity as required.

Yes No
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SECTION |

Declaration

On completion of the PQQ, please read the declaration below. This page
should be signed and returned with your PQQ response.

| certify that the information supplied in the questionnaire is accurate to the best of
my knowledge and belief and accords with the basic criteria of eligibility as set out in
the National Specialised Commissioning Team’s Pre-Qualification Questionnaire and
that we have not collaborated with other potential Bidders in the completion of this
questionnaire.

| also understand it is a criminal offence, punishable by imprisonment, to give or offer
any gift or consideration whatsoever as an inducement or reward to any servant of a
public body, therefore | hereby certify and undertake and bind and oblige ourselves
and our Connected Persons (as defined below) that we and our Connected Persons
have not canvassed or solicited nor will in the future canvass or solicit any officer or
employee of the NHS London or the DH or any person acting as an adviser for the
NSCT in connection with the selection of Bidders and/or the selection of any
submissions, proposals or bids in relation to this project and that our Connected
Persons have not nor will so canvass or solicit.

For the purposes of this declaration "Connected Persons" means any person
connected with us within the meaning given by Section 839 of the Income and
Corporation Taxes Act 1988 and any of the respective directors, officers, employees,
solicitors, accountants, bankers or other financial or professional advisers of us
and/or of our Connected Persons. Other expressions used in this declaration shall,
unless otherwise stated, have the meanings assigned to them in the PQQ issued by
National Specialised Commissioning Team.

| agree that we shall be responsible for any failure on the part of Connected Persons
to abide by such terms to the same extent as if such failure had been our own action
or omission.

| hereby declare that | am authorised by the under mentioned potential Bidder to
supply the information given above and that, at the date of signing, the information
given is a true and accurate record.

Signed

Name

Position

Entity

Date

An authorised signatory, in his / her own name, on behalf of the potential Bidder and
each Relevant Organisations, must sign a copy of this declaration.
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SECTION J
INFORMATION ON ADVISERS

This section must be completed by the potential Bidder in respect of
each Relevant Organisation and their advisers.

L1 Details of Organisations / Advisers

Registered Name:

Current Trading Name:

Previous Trading
Names (if different):

Registered Address:

Telephone:

Fax:

E-mail:

Registered No:

Year of Registration:

Country of Registration:
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. _ &ECMO '

Nicholas Barrett
Consultant in CriticalGare
Lead for Severe Respiratory Failure
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e AECC Definition

- Pa02/Fi02 <26.5kPa (200mmHg)
- PCWP <18mmHg
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- Acute onset
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ARDS

pressure.

indirect

e ARDS is a syndrome of inflammation and
increased permeability associated with a
constellation of clinical, radiologic, and
physiologic abnormalities unexplained by
elevations in left atrial or pulmonary capillary

e Caused by a variety of insults — direct or
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 ECMO - history

e Hill JD et al. Circulation 1968: (S2); 139-145
26yrs female; b/l pneumonia

26hr veno-venous perfusion

RIP 48hrs post ‘bypass’

o Hill JD etal. NEUM 1972: 286; 629-634
24yrs male; blunt trauma with ‘shock lung’
75hrs veno-venous perfusion

Patient recovered

“End stage shock lung may be reversible if the patient receives
adequate gas exchange through partial extra corporeal circulation
with an appropriate membrane lung”
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Service Specification — Adult Critical Care ECMO for Respiratory Failure

What is Critical Care?

‘Critical Care’ includes care delivered in ‘Intensive Care (ICU), Intensive Therapy
(ITU) and High Dependency care (HDU) units. Critical Care is needed if a patient
requires specialist monitoring, treatment or attention for example, after complex
surgery, a life threatening iliness or a life threatening injury. For more information,
see the separate Service Specification for Adult Critical Care services."

What is ECMO?

Extracorporeal Membrane Oxygenation (or ECMO) is highly specialised support
given in some intensive care units to critically ill patients who have severe respiratory
or lung failure. It involves giving oxygen to the blood outside of the body so that other
organs that get oxygen from the blood may continue to work. ECMO not, in itself, a
treatment for respiratory failure but can replace the function of the lungs so that
treatments may be started or continued and give them a chance to heal and recover.
The respiratory failure may be caused by a serious lung or breathing disease or
injury or may be a consequence of another clinical condition such as cardiac failure.
More details regarding ECMO treatment may be found at the website of the National
Institute of Health and Clinical Excellence? It is important to realise that ECMO is not
a suitable for all patients with severe lung failure. ECMO is a very specialised service
requiring highly skilled clinicians and only certain, designated, hospitals are able to
provide the service. These hospitals provide a comprehensive national advice and
support service that is accessible to patients whenever it may be needed.

This Specification only applies to adults (i.e. patients aged over 16 years). ECMO is
also provided for children and babies. Separate specifications are being developed
covering these patients.

The Service Specification

This Service Specification describes the standards that are to be delivered to
patients requiring ECMO within an ICU at one of the specialist designated hospitals.
In addition to ECMO, these ICUs will also be expected to be able to provide the full
range of other treatments and interventions that are normally available in all ICUs.
This means that ICUs covered by this Specification must also meet all the conditions
described in the separate service specification for all adult critical care services
mentioned above.

The Service Specification describes the minimum standards required of an ICU that
is providing and ECMO service. It complies with the principles of care as set out in
the NHS Outcomes Framework®. Those with particular relevance to this service are:

e to enhance patients’ experience of treatment;
e to provide a safe environment in which they are treated;

! Service Specification — Adult Critical Care Services. NHS England ?
% National Institute of Health and Clinical Excellence: www.nice.org.uk/IPG391/publicinfo
*NHS Outcomes Framework — Domains and Indicators. DH. London 2010

175



¢ to protect patients from avoidable harm;
e to help recovery from episodes of ill health or injury; and
o to prevent premature death.

The Specification is built around a number of key principles that, together, form the
components of a high quality ECMO service.

What do these principles mean for a patient who has severe lung failure?
Equality of Access to the Service:

It is a fundamental principle that ECMO will be available to all patients who will
benefit from it, how their care is commissioned or how it is paid for. Although this
Specification applies to NHS ECMO providers in England, the ECMO Service has
close links with hospitals in other UK countries and, indeed, elsewhere in Europe.

Normally patients will be first admitted to an Intensive Care Unit within a general
hospital where the seriousness of their iliness will be assessed. The ECMO service
provider will be available to give advice and support to the patient’s hospital 24 hours
a day for 365 days a year. If it is considered that the patient’s condition may benefit
from ECMO, the ECMO provider will make a detailed specialist assessment. If this
confirms that the patient’s condition can be helped by ECMO and they are otherwise
suitable for the support (for instance, that they do not have some other complicating
condition that may make ECMO unsuitable or particularly hazardous), the ECMO
centre will accept the patient and arrange for a specialist retrieval team to help
transport the patient to one of the specialist hospitals. This may be done by land or
air transport and although the aim will be to transport the patient to the nearest
specialist centre, this may not be always be possible particularly during periods of
increased work such as during a virulent influenza epidemic. It is a condition of the
Specification that ECMO providers must have plans to anticipate and manage
seasonal variations and unexpected surges in demand for ECMO. This assessment
and retrieval service must also be available all day on every day of the year.

The Care Provided

If you are a patient admitted to a specialist ECMO ICU in England, you will know that
the Centre into which you have been admitted will meet the standards agreed with
NHS England for designated ECMO centres.* You and your family members or
carers will be provided with comprehensive information regarding your condition and
the procedures you are likely to be given along with possible consequences, the
possible course that the care may take and likely outcomes both for you as a patient
and your family. A range of psychological and social service support services will be
offered to you and your family either at the specialist centre or through local services
in your community or your local hospital. You and your family members will have 24
hour access to a member of the ECMO team for advice, information or to discuss
specific problems or concerns.

It is a requirement of the Specification that the care you receive will meet the latest
evidence based guidelines and procedures. The care provided in the ICU will be

*National Standards for Nationally Designated Centres: Extra-corporeal Membrane Oxygenation (ECMO) for
Adults with Potentially Reversible Severe Respiratory Failure. NHS England. London. ?
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regularly monitored to ensure that compliance with these guidelines and procedures
is being maintained.

The Centre you are being treated in will also be submitting data upon the treatments
provided and patient outcomes achieved. This will be regularly checked and
monitored against corresponding national and international data provided by the
Extracorporeal Life Support Organisation so any deviation can be investigated and, if
necessary, improvements made.

Your safety and wellbeing is of primary importance. An ICU can be a dangerous
place with a range of potentially hazardous drugs and equipment around. Patients
receiving ECMO are at particular risk of infections. Therefore, it is a requirement of
this Specification that all Units have a comprehensive infection control service that
demonstrates continuing improvement in accordance with current infection control
standards.’All Units providing critical care must also have an adverse reporting
system that identifies any serious events that may threaten the life or welfare or
yourself, your family members, other members of the public or members of staff.
Every such incident must be investigated so that lessons may be learnt or
improvements made.

Post Treatment Support

Your family and, if possible, you must be involved in discussions regarding your
ECMO care and treatments. Your recovery may take some time to accomplish and
you will require help from a range of different clinical professionals working within a
team. Each team member will have specialist knowledge and training in ECMO.
Medical consultants and nurses must provide 24 hour cover and other professional
staff will be available to help with your recovery during the daytime. Even after your
course of ECMO is completed, you will still require a period of time in a critical care
unit and it may be necessary to transfer you to a unit closer to home which may or
may not be the unit from which you came. If are to transfer to another hospital, it is
expected that this will take place within 24 hours of the time that it is decided that
you no-longer require ECMO support and are fit to return.

Your subsequent care will vary according to the clinical condition that caused the
need for ECMO in the first place. However, most patients who have had a spell in
intensive care will need a range of support services for some time after they have left
intensive care — sometimes for many months after they have left the hospital. More
details may be found in the guidance published by the National Institute for Clinical
Excellence on the rehabilitation of patients after critical illness®. In addition, the
follow-up of ECMO patients by the specialist ECMO centre is good practice. If your
general practitioner or your referring hospital believes that you might benefit from
ECMO Centre follow up, then this will be provided.

Unfortunately, it is inevitable that some patients will not respond to ECMO support
and will not improve. When this happens End of Life services and palliative care may
need to be initiated. This must include counselling and bereavement services.

®The Management and Control of Hospital Infection. HSC 2001/02. NHS Executive Controls Assurance
Standards.
® Rehabilitation after Critical lliness. Clinical Guideline 83. NICE 2009.
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The purpose of the paper :

Currently there are five Nationally designated centres which provide ECMO (Extra corporeal
membrane oxygenation) for severe refractory respiratory failure for patients aged 16 years and
older. These centres are currently providing the service following award of a tender in April
2012. This service falls within the work programme for the Adult Critical Care CRG. The ACC.
CRG requests adoption of the attached service specification.

The CPAG is asked:

To consider and approve the national service specification for Adult Critical Care: ECMO for
severe respiratory failure for full public consultation.
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