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CONTRACT

Contract title: NHS Type 2 Diabetes Path to Remission Programme Wave 1 (previously LCD) Lot 2
Humber and North Yorkshire

Contract ref: C172348
This Contract records the agreement between the Commissioners and the Provider and comprises

1. these Particulars, as completed and agreed by the Parties and as may be varied from time to time
in accordance with GC13 (Variations);

2. the Service Conditions (Full Length), as published by NHS England from time to time at:
https://www.england.nhs.uk/nhs-standard-contract/;

3. the General Conditions (Full Length), as published by NHS England from time to time at:
https://www.england.nhs.uk/nhs-standard-contract/.

Each Party acknowledges and agrees

(i) that it accepts and will be bound by the Service Conditions and General Conditions as published
by NHS England at the date of this Contract, and

(ii) that it will accept and will be bound by the Service Conditions and General Conditions as from
time to time updated, amended or replaced and published by, NHS England pursuant to its
powers under Regulation 17 of the National Health Service Commissioning Board and Clinical
Commissioning Groups (Responsibilities and Standing Rules) Regulations 2012, with effect
from the date of such publication.



IN WITNESS OF WHICH the Parties have signed this Contract on the date(s) shown below

For and on behalf of NHS England

sionz0 by I

For and on behalf of Oviva UK Limited



SERVICE COMMENCEMENT AND CONTRACT TERM

Effective Date

Date of Contract

See GC2.1

Expected Service Commencement Date 1st June 2023
See GC3.1

Longstop Date 30™ June 2023

See GC4.1and 17.10.1

Contract Term

As set out in section 3.10 of Schedule 2A
(Service Specification) subject to early
termination

Commissioner option to extend Contract
Term

See Schedule 1C, which applies only if YES
is indicated here

YES

12 months

Commissioner Notice Period (for
termination under GC17.2)

If the Commissioner exercises its right to
terminate pursuant to paragraph 9 of
Schedule 1C (Extension of Contract
Term) below: 2 months

If the Commissioner does not exercise
its right to terminate pursuant to
paragraph 9 of Schedule 1C (Extension
of Contract Term) below: 6 months

Commissioner Earliest Termination Date
(for termination under GC17.2)

If the Commissioner exercises its right to
terminate pursuant to paragraph 9 of
Schedule 1C (Extension of Contract
Term) below: the Expected Service
Commencement Date

If the Commissioner does not exercise
its right to terminate pursuant to
paragraph 9 of Schedule 1C (Extension
of Contract Term) below: 3 months after
the Service Commencement Date

Provider Notice Period (for termination
under GC17.3)

6 months

Provider Earliest Termination Date (for
termination under GC17.3)

3 months after the Service
Commencement Date




SERVICES

Service Categories Indicate all categories of service
which the Provider is
commissioned to provide under
this Contract.

Note that certain provisions of the Service
Conditions and Annex A to the Service
Conditions apply in respect of some
service categories but not others.

Accident and Emergency Services (Type
1 and Type 2 only) (A+E)

Acute Services (A)

Ambulance Services (AM)

Cancer Services (CR)

Continuing Healthcare Services
(including continuing care for children)
(CHC)

Community Services (CS)

Diagnostic, Screening and/or Pathology
Services (D)

End of Life Care Services (ELC)

Mental Health and Learning Disability
Services (MH)

Mental Health and Learning Disability
Secure Services (MHSS)

NHS 111 Services (111)

Patient Transport Services (non-
emergency) (PT)

Radiotherapy Services (R)

Urgent Treatment Centre Services
(including Walk-in Centre Services/Minor
Injuries Units) (U)

The Parties agree that the Services do not fall under any of the service categories
above and therefore the only Service Conditions and provisions of Annex A that
apply to the Services are those that are marked with “All”.

Service Requirements

Prior Approval Response Time Standard | Not applicable

See SC29.25

GOVERNANCE AND REGULATORY
Nominated Mediation Body (where CEDR
required — see GC14.4)

Provider’s Nominated Individual Name:

Provider’s Information Governance Lead




Provider’s Data Protection Officer (if
required by Data Protection Legislation)

Provider’s Caldicott Guardian

Provider’s Senior Information Risk Owner

Provider’s Accountable Emergency
Officer

Provider’s Safeguarding Lead (children) /
named professional for safeguarding
children

Provider’s Safeguarding Lead (adults) /
named professional for safeguarding
adults

Provider’'s Child Sexual Abuse and

Exploitation Lead

Provider’s Mental Capacity and Liberty
Protection Safeguards Lead

Provider’s Prevent Lead

Provider’s
Guardian(s)

Freedom To Speak Up

Provider’s UEC DoS Contact

Not applicable

Commissioners’ UEC DoS Leads

Not applicable

Provider’s Infection Prevention Lead

Provider’s Health Inequalities Lead

Provider’s Net Zero Lead

Provider’s 2018 Act Responsible Person

Not applicable

Provider’'s Wellbeing Guardian (NHS
Trusts and Foundation Trusts only)

Not applicable

CONTRACT MANAGEMENT

Addresses for service of Notices

See GC36




Frequency of Review Meetings

See GC8.1

Commissioner Representative(s)

See GC10.3

Provider Representative

See GC10.3

Quarterly




SCHEDULE 1 - SERVICE COMMENCEMENT
AND CONTRACT TERM

A. Conditions Precedent

The Provider must provide the Co-ordinating Commissioner with the following documents:

1. Evidence of appropriate Indemnity Arrangements

2. Evidence of CQC registration in respect of Provider and Material Sub-
Contractors (where required) if required or evidence that CQC registration is not
required

3. Evidence that the Provider has employed or engaged a Medical Director as

required by section 3.2.12 of the Service Specification

4. Evidence that TDR products that the Provider intends to use comply with all
relevant legislation and standards

5. Evidence of compliance with General Conditions 5.11 in relation to Enhanced
DBS & Barred List Checks

6. Evidence of compliance with the final paragraph of section 3.2.12 of the Service

Specification in relation to:

e carrying out of Enhanced DBS & Barred List Checks in respect of all
members of Staff engaged in the Service who are eligible for such checks;

e not engaging any person in the Service who is barred from working with
vulnerable adults or is otherwise unsuitable for working with vulnerable
adults; and

e ensuring that any Sub-contractor is subject to the same obligations as the
two bullet points above

The Provider must complete the following actions:

Not applicable




SCHEDULE 1 - SERVICE COMMENCEMENT
AND CONTRACT TERM

B. Commissioner Documents

Date Document Description

Not Applicable




SCHEDULE 1 - SERVICE COMMENCEMENT
AND CONTRACT TERM

C. Extension of Contract Term

Extension of Contract Term

As advertised to all prospective providers before the award of this Contract, and as set out in section
3.10 of the Service Specification, the Commissioner may vary the Intervention Period (as defined in
the Service Specification) which has the effect of extending the Contract Term.

If the Commissioner wishes to exercise the option to extend the Contract Term in this way, the
Commissioner will give written notice to that effect to the Provider as set out in section 3.10 of the
Service Specification.

If the Commissioner gives notice to extend the Intervention Period in accordance with paragraph 2
above, the Contract Term will also be extended and the Expiry Date will be deemed to be the day
after which the Provider submits the data submission for the last Service User being provided with
the Service who completed the Final Session or other such day as agreed in writing between the
Parties.

Changes to Expected Service Commencement Date

4.

The Provider acknowledges and agrees that the Commissioner will be entitled, in its absolute
discretion, to:

4.1 amend the Expected Service Commencement Date in accordance with paragraph 5 of this
Schedule 1C below; and/or

4.2  terminate this Contract before the then current Expected Service Commencement Date in
accordance with paragraph 9 of this Schedule 1C below.

Subject to paragraph 6 of this Schedule 1C below, the Commissioner will be entitled to amend the
Expected Service Commencement Date not less than 2 months before the Expected Service
Commencement Date by notifying the Provider in writing.

The Commissioner will be entitled to amend the Expected Service Commencement Date pursuant
to paragraph 5 of this Schedule 1C on more than one occasion but the Commissioner will only be
entitled to amend the Expected Service Commencement Date to a date that is later than the then
current Expected Service Commencement Date. For the avoidance of doubt, the Commissioner will
not be entitled to amend the Expected Service Commencement Date if it does not notify the Provider
in writing of the amendment at least 2 months before the then current Expected Service
Commencement Date and will not be entitled to amend it to a date that is sooner than the then
current Expected Service Commencement Date.

If the Commissioner amends the Expected Service Commencement Date in accordance with
paragraph 5 of this Schedule 1C, the Longstop Date will also be amended accordingly to the day
before the new Expected Service Commencement Date.

The amendment of the Expected Service Commencement Date and the Longstop Date by the
Commissioner in accordance with this Schedule 1C will not constitute a Variation and the provisions
of General Condition 13 (Variations) will not apply in relation to such an amendment.

The Commissioner will be entitled to terminate this Contract immediately without cause by giving
written notice to the Provider not less than 2 months before the then current Expected Service
Commencement Date (as it may have been amended in accordance with this Schedule 1C).



10. For the avoidance of doubt, termination under paragraph 9 of this Schedule 1C will be deemed to
be termination in accordance with General Condition 17.2.



SCHEDULE 2 - THE SERVICES

A. Service Specifications

All defined terms set out in this document reflect the definitions contained within the Contract
unless defined in this Schedule 2A

Service Specification No. 1

Service NHS Type 2 Diabetes Path to Remission Programme

Commissioner Lead NHS England and NHS Improvement

Provider Lead

Period

Date of Review

1. Overview

1.1 National context and evidence base

Type 2 diabetes represents a major burden on heath and care services and its increasing prevalence
poses a major risk to population wellbeing and the sustainability of the NHS. Helping people with
Type 2 diabetes achieve significant weight loss and improve glucose regulation is likely to reduce
the future risk of complications and associated impacts on wellbeing and healthcare costs.

The NHS Long Term Plan published in 2019 announced that a low calorie diet programme would
be piloted, at scale, from 2020/21. This commitment built on the approaches of the Diabetes
Remission Clinical Trial (DIRECT), and the Doctor Referral of Overweight People to Low Energy
total diet replacement Treatment (DROPLET) Randomised Control Trials (RCTs), reflecting the
evidence base developed by both of these trials.

Following the pilot phase of the programme, NHS England is making this intervention available to
the eligible population across all of England.

Introduction to the NHS Type 2 Diabetes Path to Remission Programme

The NHS Type 2 Diabetes Path to Remission Programme (the “NHS T2DR Programme”) is a joint
initiative between NHS England and Diabetes UK (Note: the name of the programme is subject to
change). The NHS T2DR Programme involves a total diet replacement (TDR) approach that has
been shown in RCTs to help some people with Type 2 diabetes achieve and maintain non-diabetic
glycaemic levels off all diabetes medication (commonly referred to as remission).

The overall aim of this intervention is to promote weight loss in those that are overweight (BMI of 27
kg/m? or over in people from White ethnic groups, adjusted to 25 kg/m? or over in people from Black,
Asian and other ethnic groups) and recently diagnosed with Type 2 diabetes, achieving remission
wherever possible.

Service Users will follow a diet composed solely of nutritionally-complete TDR products, with total
energy intake of 800-900 kilocalories a day, for 12 weeks, followed by a period of food reintroduction
and subsequent weight maintenance support, with total duration of 12 months.




The Provider must offer a variety of TDR products such as soups, shakes and other suitable
products. These must include the availability of varied flavours and textures to support Service User
compliance and retention on the NHS T2DR Programme. The Provider must supply the appropriate
TDR products to Service Users but must not supply any Service User with more than a four (4) week
supply of TDR products at any one time. The Provider must ensure that, at all times during the
Contract Term, all TDR products it supplies to Service Users adhere to all legislation and standards
that apply to total diet replacement products. To avoid doubt, this includes any legislation and
standards as they may be amended, extended or re-enacted from time to time and including any
applicable subordinate or replacement legislation or standards. This includes but is not limited to
The Foods Intended for Use in Energy Restricted Diets for Weight Reduction Regulations 1997
which provide the specific composition and labelling requirements of TDR products. The Provider
will be responsible for procuring the TDR products that it supplies to Service Users. The Provider
must consider the needs of a variety of potential Service Users, including offering suitable or
alternative TDR products where possible for those with intolerances (e.g. lactose intolerance) which
may impact on their ability to use certain products.

The identification and referral of people to the NHS T2DR Programme is undertaken by General
Practice primary care services (see section 3.2.3). Eligible individuals will be aged 18 - 65 years,
diagnosed with Type 2 diabetes within the last 6 years and have a BMI of 27 kg/m? or over in people
from White ethnic groups, adjusted to 25 kg/m? or over in people from Black, Asian and other ethnic
groups. Other eligibility criteria also apply and are considered necessary to ensure safety within the
context of real-world implementation of this programme. Modelling suggests that 10-20% of those
living with Type 2 diabetes would be eligible for the NHS T2DR Programme, once the eligibility
criteria are applied (see section 3.2.2 for the full eligibility criteria).

The responsibility of identifying eligible individuals and referring them (once their consent has been
obtained) to the NHS T2DR Programme sits with the individual’'s GP Practice and the Provider is
required to verify eligibility with the individual confirming that exclusion criteria have not been met
prior to commencement of the intervention in accordance with this Service Specification.

It is intended that, within a defined geographical area, a single provider will deliver the NHS T2DR
Programme by offering to individuals the following choice of delivery models:

e  One to one face-to-face (the “Face-to-Face Delivery Model”);
*  One to one digital support (the “Digital Delivery Model”),

References to “the Delivery Models” in this Service Specification are references to both delivery
models.

References to “sections” in this Service Specification are references to sections of this Service
Specification.

2. Outcomes

21 Expected outcomes of the NHS T2DR Programme
e Reduction in weight of Service Users and the maintenance of weight loss achieved,;

e Reduced glycaemic parameters in Service Users and achievement of remission of Type 2
diabetes as a result of the intervention;

¢ Reduction in medication usage among Service Users in line with the intervention;
o Continue to build the evidence base around the effectiveness of a low calorie diet, total diet

replacement programme, including evidence around impact of the intervention in different
demographic groups.




3.1

Aims of the Service

In order to achieve the outcomes set out in section 2.1, the NHS T2DR Programme will aim to:

Promote weight loss in those that are overweight (BMI = 27kg/m? in people from White ethnic
groups, adjusted to 25kg/m? in people from Black, Asian and other ethnic groups) and
recently diagnosed with Type 2 diabetes;

Support Service Users to adopt a healthier lifestyle, having appropriate regard to
achievement of dietary recommendations in England; and

Maximise completion rates of Service Users, including across groups that share a protected
characteristic.

The above aims are for the Service as a whole, and at an individual Service User level goals must
be tailored to suit individual Service User requirements.

3.2

Service description / care pathway

The Service will comprise:

3.21

An individual assessment of a Service User;

A period during which the Provider will provide TDR products to the Service User (the “TDR
Phase”);

A period during which the Provider will work with the Service User to reintroduce food into
the Service User’s diet (the “Food Reintroduction Phase”); and

A period during which the Provider will support the Service User in maintaining their weight
(the “Weight Maintenance Phase”).

Principles

The Provider will deliver the Service in accordance with the following principles:

The Provider must provide the Service in accordance with this Schedule 2A and the
Annexes and Appendices to this Schedule 2A;

Delivery of the Service will be tailored to the circumstances and cultural context of Service
Users and will be sensitive to different culinary traditions, including where possible for the
TDR products themselves;

The content of the sessions (or, for the Digital Delivery Model, engagement) with Service
Users should aim to empower people with Type 2 diabetes to take a leading role in instituting
and maintaining long-term behaviour changes;

The Provider must endeavour to ensure equal access by all Service Users, reduce health
inequalities and promote inclusion, tailoring the Service to support and target those with
greatest need through a proportionate universalism approach and equality of access for
people with protected characteristics under the Equality Act 2010;

The Provider must monitor service performance and inequalities in outcomes and take
appropriate corrective action to improve performance and reduce inequalities accordingly.
Specific attention should be given to monitoring and improving performance relating to
people with characteristics which have been associated with poorer outcomes in the pilots;

Access to the Service will accommodate the diverse needs of the target population in terms
of availability, accessibility, customs and location, as far as possible;




The Provider must build relationships and work with relevant local stakeholders (including
local health systems and community sector organisations) to deliver a relevant and inclusive
programme;

The Provider should maximise the flexibility (within the scope of this Service Specification)
of their offering in order to increase reach for all, including communities who face the most
barriers to access;

The Provider should ensure Service User involvement and engagement in the design,
evaluation and improvement of the Service;

The Provider must engage proactively with GP practices whilst ensuring that the impact on
workload for GP practices is minimised;

All individuals must be treated with courtesy, respect and an understanding of their needs;

The Provider must supply to GP practices adequate information on the benefits and risks of
the Service, in a format which is accessible to potential Service Users and healthcare
professionals. The Provider acknowledges that the purpose of providing this information is
to support the GP practices’ staff to provide information to patients, enabling patients to
make an informed choice in accepting referral to the Service;

All potential Service Users must be given adequate information on the benefits and risks of
the Service, in a format which is accessible to them, once a referral has been made but
before the Service User begins the Service to allow an informed decision to be made by
Service Users before participating in the Service;

All potential Service Users must also be given information (in compliance with data
protection requirements) about how personal data will be used, who will have access to it,
and patients' data protection rights (e.g. how to obtain a copy of personal records,
rectification, objection, etc);

All Service Users must be given unconstrained choice between the Face-to-Face Delivery
Model and the Digital Delivery Model, with adequate information provided to allow for an
informed decision to be made;

The Provider must provide Service Users with appropriate support throughout the duration
of participation in the Service;

The Provider must ensure that persons referred to the Service are effectively integrated
across a pathway including between the Provider of the Service and the GP practice with
which the person is registered;

The Provider must ensure safe, timely and appropriate communication with relevant GP
practices for management of adverse or concurrent medical events and for ongoing
management at time of discharge, disengagement or drop out from the intervention;

The Provider must use the template letters to GP practices and Service Users supplied by
the Commissioner at all times specified by the Commissioner (including, but not limited to,
receipt of referral, notification of TDR start, completion of TDR phase, completion of the
programme, discharge from programme). These must be used in the manner and form
specified by the Commissioner;

The Provider must ensure that any contact from GP practices (including, but not limited to,
requests for advice on medication adjustments, questions about the referral process,
questions about the programme, requests for updates on Service User progress) is
responded to appropriately within 5 Operational Days (for avoidance of doubt, this timeline
pertains to answering the query rather than simply providing acknowledgement of having
receiving such contact)

Improvements and adjustments to the delivery of the Service may be identified as new
evidence emerges from national and international research and local evaluation of the




Service. The Provider acknowledges and agrees that the Service will be adjusted to respond
to best available evidence, including (by way of example only) as a result of planned
innovation-testing evaluation (e.g. a research project or time-limited pilot of a local
innovation to improve the Service). Any such adjustments would be effected as a variation
to this Contract in accordance with the variation procedure set out in General Condition 13
(Variations);

e If the Provider identifies emotional wellbeing or mental health issues, the Provider should
signpost the Service User to appropriate local services through a process agreed with the
local health system prior to the Expected Services Commencement Date.

e Ifthe Provider suspects or identifies behaviours that meet the threshold of an eating disorder
during the course of the sessions, the GP practice should be notified and the Service User
should be advised to seek care with their GP practice accordingly. In addition, identification
of an active eating disorder should be recorded as an adverse event and the process for
adverse events followed (as set out in Section 3.2.12).

e The Provider must actively encourage and respond to Service User feedback. This should
be sought on all aspects of the Service including the curriculum, programme structure,
frequency of support, TDR products, coaching, approach to meeting individual, cultural
adaptation, support materials and functionality / usability of any digital tools. The Provider
must have effective governance processes for collating and actioning such feedback as well
as for responding to any complaints.

In the event and to the extent only of a conflict between any of the provisions of this Service
Specification and Appendix 1 (Tender Response Document) and/or Appendix 2 (Local Service
Requirements) of this Schedule 2A, the conflict shall be resolved in accordance with the following
descending order of precedence:

o this Service Specification;
e Appendix 1 of Schedule 2A (Tender Response Document);
e Appendix 2 of Schedule 2A (Local Service Requirements).

Where Appendix 1 of Schedule 2A (Tender Response Document) or Appendix 2 of Schedule 2A
(Local Service Requirements) contains provisions which are more favourable to the Commissioner
in relation to the Service Specification and/or Appendix 1 of Schedule 2A (Tender Response
Document) as relevant, such provisions of Appendix 1 of Schedule 2A (Tender Response
Document) or Appendix 2 of Schedule 2A (Local Service Requirements) shall prevail.

The Commissioner shall in its absolute and sole discretion determine whether any provision in
Appendix 1 of Schedule 2A (Tender Response Document) or Appendix 2 of Schedule 2A (Local
Service Requirements) is more favourable to it in relation to the Service Specifications and/or
Appendix 1 of Schedule 2A (Tender Response Document) as relevant.

3.2.2 Eligible population

Individuals who satisfy all the following eligibility criteria may be referred to the Service:
e Aged 18 to 65 years;
e Diagnosed with Type 2 diabetes within the last 6 years;

e A BMI of 27kg/m? or higher in people from White ethnic groups, adjusted to 25kg/m? or
higher in people from Black, Asian and other ethnic groups.

o BMI obtained from self-measured weight by a Service User is acceptable for referral. If
this cannot be obtained, a clinic-measured value within the last 12 months may be used,
provided there is no concern from the referrer that the Service User’s weight may have
reduced since last measured such that the individual would not be eligible for the Service
at present;

¢ A HbA1c measurement taken within the last 12 months, with values as follows:




o If on diabetes medication, HbA1c 43 to 87 mmol/mol; or
o If not on diabetes medication, HbA1c 48 to 87 mmol/mol;

provided there is no concern from the referrer that the Service User's HbA1c may have
changed since last measured such that the individual would not be eligible for the Service
at present; and

e Have attended for monitoring and diabetes review when this was last offered, including
retinal screening, and commit to continue attending annual reviews, even if remission is
achieved. (For avoidance of doubt, if a Service User is newly diagnosed then there is no
requirement to wait for retinal screening to take place before offering referral)

Individuals who meet any of the following exclusion criteria must not be referred to the Service and
must not be accepted by the Provider. The Provider must confirm that the individual is eligible and
so does not meet any of the following exclusion criteria prior to the individual's commencement of
the intervention:

e Current insulin user;
e Pregnant or planning to become pregnant within the next 6 months;
e Currently breastfeeding;

e Discharged in the last 12 months from the NHS Type 2 Diabetes Path to Remission
Programme after having commenced the programme (for clarity, this does not apply to
people previously referred to the programme but who dropped out or declined prior to
commencing the TDR Phase);

e Has at least one of the following significant co-morbidities;
o active cancer;
o heart attack or stroke in last 6 months;
o severe heart failure (defined as New York Heart Association grade 3 or 4);
o severe renal impairment (most recent eGFR less than 30mls/min/1.73m?);

o active liver disease other than non-alcoholic fatty liver disease (NAFLD) (i.e. NAFLD is
not an exclusion criterion);

o active substance use disorder;
o active eating disorder (including binge eating disorder);
o porphyria; or

o known proliferative retinopathy that has not been treated (this does not exclude
individuals who are newly diagnosed and have not yet had the opportunity for retinal
screening);

e Has had bariatric surgery; or

e Health professional assessment that the person is unable to understand or meet the
demands of the NHS T2DR Programme and/or monitoring requirements (due to physical or
psychological conditions or co-morbidities).

At time of referral to the Service, the referrer is responsible for discussing and agreeing any relevant
medication changes with the potential Service User. The Provider must take steps to ensure that
referrers can obtain advice from the Provider regarding medication changes and the Provider must
ensure that communication in this regard is facilitated between referrers and the Provider’'s Medical
Director (or another suitably experienced registered medical practitioner within the meaning of
Schedule 1 of the Interpretation Act 1978 with an MRCP or MRCGP). Any requests for advice should
be responded to with appropriate advice within 5 Operational Days. The Provider acknowledges that




clinical responsibility for an individual's medication changes remains with general practice at all times
that the individual is associated with the Service.

It should be made clear by the referrer to the potential Service User that these changes should only
be enacted on the first day of starting the TDR intervention. The Provider must be aware of whether
any potential Service User has a medication change or not. The Provider must ensure that it has
received in writing from the referrer either details of medication changes or confirmation that no
medication changes are required. The Provider must ensure the potential Service User is also aware
of the medication changes proposed (or that no medication changes are required) although there is
no requirement for this to be have submitted to the Service User by the referrer in writing. The
Provider must ensure that, prior to the first day of TDR Phase, the Service User understands the
specific medication changes which are required (or that no medication changes are required). The
referrer should also confirm with the Service User that, should they proceed on the NHS T2DR
Programme, the Service User:

e Agrees to continue attending yearly diabetes review appointments at their GP practice,
regardless of whether remission is achieved;

e Will contact their GP practice or urgent care service as appropriate if they have any
unexpected or concerning symptoms which are considered urgent; and

o  Will notify their GP practice if they disengage or drop out before the end of their intervention.

The Provider is required, as set out in more detail in section 3.2.5, to confirm that it and the Service
User have been provided with information relating to medication changes prior to commencement
of the intervention.

3.2.3 Referral and Acceptance

The Service will commence when the Provider begins to accept referrals from the local health
systems. As set out in General Condition 3 of the Contract, the date the Provider is required to
commence the Service (and so accept referrals) is the later of:

o the Expected Services Commencement Date; and
o the day after the date on which all Conditions Precedent are satisfied.

The Provider and the Commissioner may agree to substitute the Expected Services
Commencement Date with any earlier date in which case the Contract will be varied in accordance
with its provisions.

The Provider will develop and agree detailed referral protocols with local health systems prior to
receiving referrals to the Service. Referrals will come from GP practices. If there is agreement by
the Provider, the local health system and the Commissioner, the Parties may agree to amend this
Service Specification to include other referral routes.

All individuals who satisfy the eligibility criteria and are not excluded in accordance with section 3.2.2
will be invited by the Provider to participate in the Service as further detailed in section 3.2.4.

The first communication sent by the Provider to the relevant Service User's GP practice on receipt
of a referral should make clear that any changes in eligibility to participate in the Service or
medication changes (including in particular (but not limited to) new glucose-lowering agents / BP-
lowering agents) should be communicated urgently to the Provider. The Provider will confirm with
the relevant Service User, prior to starting the TDR Phase, that they have not started any new
medications (including in particular (but not limited to) glucose-lowering or blood pressure-lowering
medications) since medication changes to take place on the first day of TDR were agreed with their
referrer. Where there is concern such changes may have occurred and may require re-consideration
of medication changes (e.g. if new glucose-lowering agents / BP-lowering agents have been
started), the Provider should contact the GP practice for confirmation that it remains appropriate for
the Service User to proceed with the TDR Phase and to request an update on medication changes
to take place on the first day of TDR (these would need to be agreed by the referrer and Service
User).

3.2.4 Invitation to participate




Subiject to the Intervention Cap and Intervention Period (referred to in section 3.10), the Provider will
invite all eligible, referred individuals to participate in the Service.

The Provider will initiate contact with each individual directly referred to them (where there is no
evidence for ineligibility), within five Operational Days of receipt of the referral, inviting the individual
to participate in the Service. The individual must be provided with adequate information about the
Delivery Models to allow for an informed, unrestricted choice about which Delivery Model would
better suit their needs and individual context.

The Provider will work with local health systems to manage the trajectory of referrals in line with the
volume of contracted interventions and work together with the local health system and with the
Commissioner to match supply and demand across the duration of the Contract.

The invitation and all follow-up contact will contain accessible information about Type 2 diabetes,
the potential to achieve remission, the nature of the intervention and the requirements for Service
Users. All contact made with individuals should be grounded in behavioural insight theory and
evidence.

Where there is no response from the individual as a result of the initial invitation, the Provider must
make at least two additional attempts to contact that individual via at least two of the following
methods within a period of one calendar month from the date of receipt of referral: letter, phone call,
text message or email.

Where contact has not been established after one month

If it has not been possible to make contact after a minimum of three attempts and through at least
two different channels after one calendar month, the Provider must discharge the individual back to
their GP practice. The Provider must also communicate a discharge notice to the individual and
signpost the individual to the NHS website pages related to weight management, appropriate
physical activity and healthy lifestyles and to any other locally available resources for supporting
weight loss, healthy eating and appropriate physical activity.

Where contact has been established

Where contact has been established but an individual indicates that they do not accept an invitation
to participate in the Service, then the Provider must discharge that individual back to the GP practice.
The Provider must communicate a discharge notice to the individual’'s GP practice and the individual
and signpost that individual to the NHS website pages related to weight management, physical
activity and healthy lifestyles and to any other locally available resources for supporting weight loss,
healthy eating and physical activity.

Where contact has been established and an individual accepts an invitation to participate in the
Service, the Provider must offer as much choice of dates and times (and, for Face-to-Face Delivery
Models, appropriate venues) as logistically possible, where applicable, to attend or participate in an
Individual Assessment (which is explained further in 3.2.5 below) provided that the dates and times
offered by the Provider are within a period of one calendar month of the date the Provider established
contact with the individual and the individual accepted the invitation to participate in the Service. If
driven by Service User choice and a decision to defer starting the TDR Phase to a more suitable
time, Individual Assessment may occur within 90 days of the referral.

At the point the individual accepts the offer to attend or participate in the Individual Assessment, that
individual is considered to be a Service User.

The Provider must comply with any template letters or discharge communication content that the
Commissioner notifies the Provider must be used. The Provider must ensure sound data collection
mechanisms are in place to support evaluation of the Service in achieving defined outcomes and
enable the assessment over time of progress relating to diabetes remission and reductions in the
long term complications of Type 2 diabetes and associated morbidity and mortality.

In addition to use of the template letters, the Provider will work closely with the local health system
to identify and implement any further locally appropriate mechanisms for ensuring data about a
Service User is communicated to the GP practice with which the Service User is registered (using




SNOMED codes where appropriate) and that such data can be integrated within GP clinical systems;
ideally by electronic transfer. The Provider will also work with the local health systems to ensure that
there is a monthly update on referral and uptake rates, waiting list size and outcomes at locally-
agreed levels; e.g. at the level of individual GP practices, Primary Care Networks (PCNs) or ICSs.

The Provider must highlight to the Commissioner and the local health system any issues in relation
to referrals and uptake into the Service and any deviation from the expected referral and uptake
numbers (as agreed with the local health system).

Additionally, the Provider must notify GP practices about progression of Service Users through the
Service through use of the template letters provided by the Commissioner in addition to any further
locally agreed means.

3.2.5 Individual assessment

The Provider will conduct individual assessments with all Service Users who accept the invitation to
participate in the Service (“Individual Assessment”).

The Provider will use Individual Assessments to:
o verify the eligibility of the Service User;
e explain in detail the rationale and requirements of the Service; and
o determine whether the Service User wishes to continue with the Service.
¢ confirm the Service User’s choice of Delivery Model.

If the Service User chooses to proceed to the TDR Phase, the Provider will set a mutually-agreeable
start date with the Service User and confirm matters relating to any medication changes that will be
enacted by the Service User on this same date as set out in this Service Specification.

The Individual Assessment may be undertaken remotely in the Face-to-Face Delivery Model
providing this does not restrict the Individual Assessment process in any way and allows for the
required information to be obtained and eligibility to be verified. (It is expected that all Individual
Assessments will occur remotely in the Digital Delivery Model).

Following the Individual Assessment, confirmation of the Individual Assessment must be sent to the
Service User’'s GP practice. This should include:

¢ notification regarding whether the Service User intends to proceed to the TDR Phase;
e details of the mutually-agreed start date of the TDR Phase;

e confirmation of any medication changes which will be enacted on the first day of the TDR
Phase (or that no changes are required) (as communicated to the Service User and supplied
in writing to the Provider by the referrer); and

e confirmation that the Service User:

o agrees to continue attending yearly diabetes review appointments at their GP practice,
regardless of whether remission is achieved;

o will contact their GP practice or urgent care service as appropriate if they have any
unexpected or concerning symptoms which are considered urgent; and

o will notify their GP practice if they disengage or drop out before the end of the
intervention.

Data must be gathered at all points of Service delivery in accordance with the requirements of this
Service Specification and Schedule 6A. If a specific data item is indicated in Schedule 6A to be
gathered at a specific point of Service delivery, the Provider will gather such data item.




If a Service User has previously accepted the Service but fails to attend or participate in a scheduled
and agreed Individual Assessment, the Provider must make at least two further attempts to offer an
Individual Assessment at times appropriate to the Service User provided that such times are within
one calendar month of the date the Service User failed to attend or participate in the scheduled and
agreed Individual Assessment, but no later than 90 days following referral. If the Service User does
not complete an Individual Assessment during this time, the Service User should be discharged
back to their GP practice, signposting the Service User to the NHS website pages related to weight
management, physical activity and healthy lifestyles and to any other locally available resources for
supporting weight loss, healthy eating and physical activity.

If, following the Individual Assessment, a Service User:

e does not attend or participate in the first session (or, in the Digital Delivery Model, the first
episode of engagement) within 90 days of Individual Assessment;

e does not attend or participate in the first session (or, in the Digital Delivery Model, the first
episode of engagement) after the Provider has offered the first session (or, in the Digital
Delivery Model, the first episode of engagement) on three separate occasions at times, and
for the Face-to-Face Delivery Model, venues, appropriate to the Service User;

e defers attendance at or participation in the session (or, in the Digital Delivery Model, the first
episode of engagement) after the Provider has offered the first session (or, in the Digital
Delivery Model, the first episode of engagement) on three separate occasions at times, and
for the Face-to-Face Delivery Model, venues, appropriate to the Service User; or

e declines the Service,

the Service User should be discharged back to their GP practice, signposting the Service User to
the NHS website pages related to weight management, physical activity and healthy lifestyles and
to any other locally available resources for supporting weight loss, healthy eating and physical
activity.

The Provider must offer the first session (or, in the Digital Delivery Model, the first episode of
engagement) within 30 days of the Individual Assessment. For the Face-to-Face Delivery Model,
this must be at a venue appropriate to the Service User. If driven by Service User choice and a
decision to defer starting the TDR Phase to a more suitable time, the first session may occur within
90 days of the Individual Assessment.

If the Provider cancels any booked session (or, in the Digital Delivery Model, any booked episode
of engagement) for any reason at any time during a Service User’s participation in the Service, the
Provider must promptly reschedule the Service User’s session (or, in the Digital Delivery Model, the
episode of engagement).

The Provider must record details about the number of contact attempts made to offer the Service,
arrange Individual Assessments and rearrange sessions (or, in the Digital Delivery Model, episodes
of engagement) including date and method of contact as set out in this section. The Provider is
required to record all of this information under Schedule 6A and must share this information with the
Commissioner in accordance with the requirements of this Contract and, if relevant, at any other
time requested by the Commissioner.

Intervention commencement

Following the Individual Assessment, if the Service User has decided to proceed with the TDR
Phase, the Provider must notify the Service User's GP practice of the agreed start date of the TDR
Phase. This must be within 90 days of the Individual Assessment. Although necessary medication
changes, if applicable, should have been discussed at time of referral, any changes must not be
enacted by the Service User until the first day of the TDR Phase. The Provider must, prior to the first
day of the TDR intervention:

e ensure that the Provider and the Service User understand the specific medication changes
which are required (or that no medication changes are required) and the Provider has




received details of changes (or confirmation that no change is necessary) in writing from the
referrer;

confirm that no additional glucose-lowering or blood pressure-lowering medications have
been started since medication changes were last agreed (including if the recommendation
was for no medication changes to take place) and specified in writing to the Provider and
communicated to the Service User); and

confirm with the Service User that they will not be taking sulphonylureas, meglitinides or
SGLT2 inhibitors as of the first day of the TDR intervention.

If the Provider:

cannot confirm that the Provider and the Service User have been provided with confirmation
from the referrer of the specific medication changes which are required (or that no
medication changes are required); and/or

cannot confirm that no additional glucose-lowering or blood pressure-lowering medications
have been started since medication changes were last communicated by the referrer
(including communication of no medication changes to be made); and/or

cannot confirm with the Service User that they will not be taking sulphonylureas, meglitinides
or SGLT2 inhibitors (if applicable) as of the first day of the TDR intervention,

then the Provider must defer the Service User's TDR Phase start date and take such action as it
necessary to ensure that the above matters are confirmed. Once the matters above have been
confirmed, the Provider must promptly arrange the Service User's commencement of the TDR

Phase.

3.2.6 Intensity and duration of the Service

The Provider must deliver the Service in accordance with the requirements set out in this section.

TDR Phase

The TDR Phase begins from the first day the Service User starts taking TDR products and
lasts for 12 weeks.

An individual should not start taking TDR products and/or commence the TDR Phase or a
rescue package (as defined later in this Specification) at any time if they are taking
sulphonylureas, meglitinides or SGLT2 inhibitors.

If the Service User cannot confirm to the Provider that they are not taking sulphonylureas,
meglitinides or SGLT2 inhibitors during the TDR Phase or at the commencement of a rescue
package or the recommencement of the TDR Phase following a planned pause, the Provider
should contact the Service User's GP practice to obtain confirmation as to whether the
Service User is or is not taking sulphonylureas, meglitinides or SGLT2 inhibitors. An
individual should not start taking TDR products and/or commence or re-commence the TDR
Phase or a rescue package (as defined later in this Specification) at any time unless it is
confirmed that they are not taking sulphonylureas, meglitinides or SGLT2 inhibitors.

If the Service User confirms to the Provider that they are taking sulphonylureas, meglitinides
or SGLT2 inhibitors during the TDR Phase or at the commencement of a rescue package,
the Provider must advise the Service User to cease taking TDR products immediately and
the Provider must refer the Service User to their GP practice.

The Provider must provide TDR products to each Service User for the duration of that
Service User’s participation in the TDR Phase. The Provider must offer a variety of TDR
products such as soups, shakes and other suitable products. These must include the
availability of varied flavours and textures to support Service Users’ compliance and
retention on the Service. The Provider must not supply any Service User with more than a
four (4) week supply of TDR products.




The Contract requires the Provider to perform all its obligations under this Contract in
accordance with the Law (as set out in Service Condition 1.1). This requires the Provider to
comply with all applicable legislation in relation to the TDR products. The Provider is also
required to ensure all TDR products provided to a Service User comply will all standards
that are applicable to total diet replacement products. To avoid doubt, this includes any
legislation and standards as they may be amended, extended or re-enacted from time to
time and including any applicable subordinate or replacement legislation or standards.

Subiject to the three bullet points immediately following this bullet point, TDR products must
be provided to replace all daily meals from the first session (or, in the Digital Delivery Model,
the first episode of engagement) of the TDR Phase for 12 weeks, with support to ensure
that Service Users can adhere to the regimen. Total energy intake should be 800 — 900
kilocalories daily.

If during the TDR Phase or during the use of a rescue package, the BMI of the Service User
has decreased below 21 kg/m?in people from White ethnic groups or below 19 kg/m? in
people from Black, Asian and other ethnic groups, the Provider must cease TDR for the
Service User and move the Service User to the Weight Maintenance Phase.

Where Service Users are unable to comply with full TDR and are at high risk of dropping
out of the NHS T2DR Programme, they may, at any point, introduce firstly a single meal of
non-starchy vegetables. If they remain at high risk of disengagement, they may further
substitute a single TDR meal for a nutritionally appropriate meal of no more than 300
calories. The Provider must set out the point at which Service Users start to replace TDR
products with an alternative meal.

If an individual Service User has specific needs that can’t be addressed due to a lack of any
compliant TDR product then consideration can be given to alternative approaches for that
individual Service User.

All Service Users must receive fibre supplements from the Provider prior to starting the TDR
Phase (and any subsequent periods of TDR such as rescue packages) and the Provider will
advise Service Users that they should start taking these from the first day of TDR. The dose
provided will equate to 7g per day (usually issued in 2 x 3.5g portions of Ispaghula
Husk/Psyllium Husk/Fybogel) during the TDR Phase (and during any rescue packages).
Service Users will continue to receive these supplements from the Provider until the relevant
Service User advises the Provider that these are no longer necessary. Service Users may
be able to stop the fibre supplement on re-introducing meals in the food re-introduction
phase. After stopping or decreasing fibre supplementation, if a Service User subsequently
indicates a need for further fibre supplementation, the Provider will provide the Service User
with further fibre supplements and will continue to provide these.

If the Service User becomes pregnant, the Provider must immediately discharge the Service
User from the Service to the care of the Service User's GP practice.

If an adverse event occurs, the Provider's Medical Director will decide whether it is
appropriate for the Service User to continue with the Service without any changes, or
whether appropriate modifications may be made, or to stop the Service User’s participation
in the TDR Phase but enable the Service User to continue participation in the Service within
the requirements of the Service Specification, or whether the Service User should be
discharged. If the Provider's Medical Director decides that it is appropriate to enable the
Service User to continue with the Service despite the adverse event, the Service User will
progress to the Food Re-introduction Phase and then to the Weight Management Phase in
accordance with this Service Specification unless any relevant variations to this Service
Specification are agreed in relation to that Service User in advance by the Commissioner.
However, if it is established that the Service User cannot tolerate the TDR products within
the first 2 weeks of the TDR Phase, the Provider must discharge the Service User from the
Service to the care of the Service User’'s GP practice.




The Provider must ensure that Service Users receive appropriate advice, tools and support
in preparation for the Food Re-introduction Phase and the transition to healthy eating. This
includes healthy dietary plans appropriate to their preferences and culinary traditions.

Food Re-introduction Phase

This phase immediately follows the 12 week TDR Phase and lasts for 6 weeks.
Service Users will gradually re-introduce food using a stepped approach.

At the latest, the Service User should have ceased using TDR products by the end of 18
weeks following commencement of the TDR Phase.

During this Food Re-introduction Phase the focus is on the transition from TDR to a
balanced diet.

The Provider must support the Service User to achieve appropriate calorie intake and
nutritional balance from food, with targets set according to the Service User’s preference for
maintaining their weight or aiming for further controlled weight loss and improved diet quality
through nutritional and behaviour change support.

Advice and dietary plans should be tailored to the Service User’s individual needs,
preferences and culinary traditions.

Weight Maintenance Phase

This phase follows the Food Reintroduction Phase and comprises the remainder of the
programme. The programme is 52 weeks in total.

During this Weight Maintenance Phase the focus is per Service User preference, for
maintaining a steady weight or aiming for further controlled weight loss (except that if the
BMI of the Service User has decreased below 21 kg/m?in people from White ethnic groups
or below 19 kg/m? in people from Black, Asian and other ethnic groups as set out in the
section under TDR Phase above, the Provider must not support further weight loss) and
ensuring changes are embedded for the longer term.

The Provider must support the Service User to set tailored achievable short, medium and
long term dietary and physical activity goals.

The Provider must support the Service User to ensure appropriate energy intake, and steady
increases in appropriate physical activity to meet their individualised weight maintenance
goals.

If a Service User regains 2kg or more, with reference to the lowest weight recorded for that
Service User since the completion of the TDR Phase, at any time during the Weight
Maintenance Phase, the Provider must offer Service User a relapse management protocol,
also referred to as a “rescue package”, which includes the reintroduction of TDR for a period
of 4 weeks with weekly support sessions.

The Provider must ensure that the default offer for the rescue package is full TDR for a
period of 4 weeks and the Provider must encourage the Service User to accept full TDR. If,
however, full TDR is declined by the Service User, a partial rescue package may be offered,
consisting of 2 meals replaced with TDR products for a period of 4 weeks. Regardless of
whether the rescue package is full or partial, the Provider must ensure there are weekly
support sessions during the period of the rescue package;

The Provider shall not put in place more than one rescue package for any Service User and
shall not put in place a rescue package for any Service User after the end of week 42 (as
calculated in accordance with the “Minimum session/engagement requirements” section
below).




e The Provider will closely monitor and support the Service User during the rescue package.
This should be in line with the monitoring requirements of the TDR Phase, with blood
glucose and weight measurements taken weekly. Where a Service User is on medication(s)
that affects blood pressure (this may include medications used for other purposes such as
diuretics for heart failure or alpha-blockers for BPH), the Service User should return to
weekly blood pressure monitoring during the rescue package.

e The Provider must put in place an individualised plan for each Service User for food re-
introduction for that Service User following a rescue package being implemented. The food
re-introduction plan may be up to 6 weeks in duration.

Minimum session/engagement requirements
For the Face-to-Face Delivery Model, the Service must consist of defined sessions.

For the Digital Delivery Model the Service must consist of defined contacts or episodes of
engagements between the Provider and the Service User. The minimum requirements of these
defined contacts or episodes of engagement are set out in sections 3.2.8 and 3.2.9. Engagement
methods that are relevant to the different Milestones are set out in Schedule 3C.

These episodes of engagement or contacts, that comply with the minimum requirements set out in
section 3.2.8 and 3.2.9 (as applicable) and as referred to in Schedule 3C are referred to simply as
episodes of engagement in this Service Speciation.

The minimum defined episodes of engagement are set out below.

Additional sessions (or, in the Digital Delivery Model, episodes of engagement) may be provided to
support engagement, retention and achievement of intended outcomes.

The Provider must provide the following minimum sessions (or, in the Digital Delivery Model,
episodes of engagement) with a Service User during the Service, constituting an overall minimum
of 20 sessions (or, in the Digital Delivery Model, episodes of engagement):

e minimum of 8 sessions (or, in the Digital Delivery Model, episodes of engagement) in the
first 12 weeks — these must take place weekly for weeks 1 — 4 (or more frequently at the
discretion of the Provider), and fortnightly in weeks 5 — 12 (or more frequently at the
discretion of the Provider);

e minimum of 4 sessions (or, in the Digital Delivery Model, episodes of engagement) in weeks
13-18 — these must take place weekly for weeks 13 — 14 (or more frequently at the discretion
of the Provider), and fortnightly in weeks 15 — 18 (or more frequently at the discretion of the
Provider); and

e minimum of 8 sessions (or, in the Digital Delivery Model, episodes of engagement) in weeks
19 — 52 (these must occur monthly or more frequently at the discretion of the Provider)

e weekly sessions (or more frequently at the discretion of the Provider) during a rescue
package after week 19 (i.e. during the Weight Maintenance Phase). The Provider expressly
acknowledges that the all of the minimum requirements set out in the three preceding bullet
points still comply even where a rescue package is put in place.

For the avoidance of doubt, week 1 begins on the first day of the TDR Phase.

The first session of (or, in the Digital Delivery Model, the first episode of engagement within) the
TDR Phase must not be undertaken at the same time as the Individual Assessment.

The Provider's achievement of Milestone 1 will be subject to the relevant Service Achievement
Criteria, as set out in Part 1 of Schedule 3C.

The planned participation of a Service User in the Service should be 52 weeks in total from the first
day of the TDR Phase.




Additional contact outside of the minimum sessions (or, in the Digital Delivery Model, episodes of
engagement) to further engage and support Service Users, to encourage retention is encouraged.

If a Service User has missed a session (or, in the Digital Delivery Model, an episode of engagement),
additional contact to explore any barriers to engagement, re-engage them and cover missed content
is encouraged.

The Provider should consider how it ensures that Service Users are given appropriate support which
is aligned to their needs, preferences and individual circumstances, including cultural context.

Service Users should be made aware of the availability of peer support throughout the intervention.
If the Service User accepts the offer of peer support, this should be facilitated by the Provider.

Sessions (or, in the Digital Delivery Model, episodes of engagement) must be offered at a range of
times and days (and, for the Face-to-Face Delivery Models, venues) and where logistically possible
in accessible locations to maximise access to (and therefore uptake of) the Service, particularly for
those of working age, from ethnic minority groups and from more socially deprived backgrounds.

Planned Pauses

If otherwise at risk of disengagement from the programme due to life circumstances or external
factors, a planned pause by a Service User of up to 4 weeks can take place during any phase of the
programme after the start of the TDR Phase. Where a pause is arranged, the Provider must share
the details of the pause with the Service User's GP practice. If the Service User is not able to re-
start the programme within 4 weeks of commencing the pause, the Service User should be
discharged.

If, following discharge, the individual subsequently requests to re-start the programme, the Provider
must inform the individual that they will need to be re-referred by their GP practice. If they had
previously commenced the TDR Phase of the programme, they should be informed that they will not
be accepted on to the programme until a period of 12 months has elapsed since the date that
individual was discharged.

Where a Service User restarts the programme within 4 weeks after an agreed planned pause, the
calculation of:

o that Service User’s progression on the programme;
e the Milestone 2 Period; and
o the Milestone 3 Period,

must not take into account the period of the pause. For example, if a Service User commences an
agreed planned pause at the end of week 14 and the pause lasts 2 weeks, on re-starting the
programme, the Service User should be treated as starting week 15 of the programme.

Where a Service User commences an agreed planned pause during a rescue package, the rescue
package is treated as having ended on the commencement of the pause.

3.2.7 Content of sessions/episodes of engagement

The sessions (or, in the Digital Delivery Model, episodes of engagement) must support behaviour
change, supporting compliance with TDR during the TDR Phase or during a rescue package. During
the Food Re-introduction Phase and the Weight Maintenance Phase, the sessions (or, in the Digital
Delivery Model, episodes of engagement) must provide information and practical tools on nutrition,
behaviour change and weight management based on current national guidance as set out in section
41.

The content must consider the social and psychological support needed to support people to
implement behaviour changes in environments which promote unhealthy behaviours.

The Provider must consider the relationship between the dietary treatment and the behavioural
support as described in section 3.2.10 to ensure a coherent programme with logical progression.




For the Digital Delivery Model, the programme material should be designed to allow Service Users
with different levels of knowledge and different approaches to learning to progress at different paces,
with an appropriate reading age to optimise accessibility. This should include promoting self-
directed learning.

The Provider must emphasise to Service Users the importance of continuing to attend for diabetes
reviews at their GP practice, regardless of the outcome achieved with the Service.

3.2.8 Delivery of Sessions for the Face-to-Face Delivery Model

Where the Provider delivers the Face-to-Face Delivery Model to a Service User, it must comply with
this section.

The Provider’s service model must ensure that all of the minimum sessions set out in section 3.2.6
are delivered one to one, face-to-face in-person between a Service User and the Provider if the
Service User so chooses. The Provider must ensure that the opportunity to have all minimum
sessions provided one to one face-to-face in-person is made expressly clear to all Service Users.

Where there is evidence that it will support delivery and participant engagement, and where the
Service User:

e declines a one to one face-to-face in-person session; or
e cannot attend a scheduled one-to-one, face-to-face in-person session; or

e expresses a clear preference (unaffected by any influence of the Provider) for a session to
be delivered in a manner other than one-to—one, face-to-face in-person,

a session may be delivered through other delivery mechanisms that involve Provider and Service
User contact (options include, but are not limited to, telephone calls or video calls). Any such delivery
through other delivery mechanisms must be driven by Service User choice. The Provider must not
seek to influence the Service User’s choice of delivery mechanism for any session. Where a Service
User chooses or prefers one-to—one, face-to-face delivery, the Provider must not require a Service
User to have a session delivered through other delivery mechanisms. Whichever mode of delivery
is used, the requirements for monitoring and recording weight, blood glucose and, where applicable,
blood pressure, remain (although it is acceptable for such readings to be obtained through self-
measurement if a session is not delivered face-to-face in-person). Regardless of whether a Service
User chooses that one or more sessions are delivered through other mechanisms, the Provider must
ensure that for each Service User, the majority of the minimum sessions are delivered one-to—one,
face-to-face and in-person.

Further individual contact, in addition to the minimum sessions set out in section 3.2.6, may also be
included to enhance engagement and retention. Where requested by the Service User, the Provider
should support attendance by a family member or carer.

Service Users should be offered a choice of dates and times for sessions to encourage attendance
and also to offer the opportunity to catch up where they have missed a session. This choice should
be available throughout a Service User’s participation in the Service. The Provider should consider
the extent to which the intervention is delivered in a logical progression.

References to delivery of a session “in-person” in this section 3.2.8 means the session will be
delivered with the Service User and the Staff delivering the session being physically present at the
same location. The Commissioner may notify the Provider that all or some of the sessions must be
delivered remotely i.e. with the Services User and the Staff delivering the session not being
physically present at the same location but having contact through a suitable online platform such
as MS Teams, Zoom or Skype or other similar platform (“Remote Delivery”).

At any time during the Contract Term, on one or more occasions the Commissioner may at its
absolute discretion require the Provider to change the method of delivery of the sessions to Remote
Delivery or back from Remote Delivery to the in-person delivery, as the case may be.

If the Commissioner requires the Provider to change the method of delivery of the sessions to
Remote Delivery, the Commissioner will notify the Provider in writing and the Provider will change




the method of delivery of the sessions as soon as reasonably practicable following receipt of the
notification and in any event in accordance with any timescales specified in the notification. If the
Commissioner requires the Provider to change the method of delivery of the sessions from Remote
Delivery to in-person delivery, it shall give the Provider notification in writing and the Provider will
change the method of delivery of the sessions no later than 3 months following receipt of the
notification.

The Provider will ensure that at all times during the Term it has all necessary premises and
equipment available to provide in-person delivery and Remote Delivery of the sessions and it will
provide Service Users with such equipment if necessary to change the method of delivery of the
sessions to Remote Delivery.

If the Commissioner requires the Provider to change the method of delivery of the sessions, the
Provider will notify all affected Service Users of the change in writing as soon as reasonably
practicable, including details of how they can attend/access sessions under the new method of
delivery. If a Service User’s first session is held via in-person delivery and the Commissioner
requires the Provider to change the method of delivery of the sessions to Remote Delivery, the
Provider will ensure that all Service Users that are affected by the change are given the option to
continue to attend/access the sessions via Remote Delivery even if the Commissioner subsequently
requires the Provider to change back to in-person delivery. If a Service User’s first session is held
via Remote Delivery following a requirement from the Commissioner that the Provider changes the
method of delivery, the Provider will continue to provide the Service to that Service User via Remote
Delivery for the duration of that Service User’s participation in the Service even if the Commissioner
subsequently requires the Provider to change the method of delivery to in-person Delivery.

For the avoidance of doubt, the Provider's consent is not required for the Commissioner to require
the Provider to change the method of delivery of the sessions and General Condition 13 does not
apply to such a change.

The Service Price (as defined in Schedule 3C) will not be varied as a result of the Commissioner
requiring the Provider to change the method of delivery of the sessions.

3.2.9 Delivery of episodes of engagement for the Digital Delivery Model

The Provider must deliver the Digital Delivery Model in accordance with the following minimum
requirements:

e The Provider must ensure that, in complying with the minimum engagement requirements
detailed in section 3.2.6, there is contact between the Service User and Staff of the Provider
at each episode of engagement.

¢ In addition to one-to-one episodes of engagement with the Service User, engagement may
also be characterised by the interest and subjective experience of using the intervention,
combined with the amount, frequency, duration and depth of usage. Such engagement
might include: viewing materials, completing an education module or educational materials
via a digital application or digital platform, completing a quiz, completing any active
elements, use of tracking technology with associated data logged in the digital platform or
application and, inputting self-monitoring data. For clarity, such engagement is in addition
to one-to-one episodes of engagement and may not be used as a replacement for human
coaching.

¢ Engagement would not include passive receipt of emails and other communications unless
it could be demonstrated that these have been actively read through Service User feedback
mechanisms embedded into the communication. Schedule 3C sets out the specific types of
engagement methods that the Provider must ensure are used for payments to be claimed.

e The Provider must be able to demonstrate that their curricula/modules are designed to
deliver engagement of Service Users for a minimum of twelve months.

e To ensure engagement is spread over twelve months, the Provider must ensure there are
episodes of engagement at the frequency indicated in section 3.2.6. Schedule 3C (Local
Prices) sets out the specific requirements that need to be met for payment.




e Subject to this section 3.2.9, access to the Service should be flexible to accommodate
Service User preferences about accessing the Service at a time of their choosing and to
work through content within the required frequency flexibly at their own pace.

3.2.10 Underpinning theory and development of approach

The Provider should be explicit regarding the behavioural change theory and techniques that are
being used, and the expected mechanism of action of their intervention (Evans et al, 2022").

This must utilise a behaviour change framework which is evidence based such as those from the
Public Health England Behaviour Change Guide:
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment data/file/
738214/adult weight management changing behaviour techniques.pdf.

The Provider must ensure that family, carer and/or household support is accommodated where this
would be preferred by a Service User. The Provider should facilitate peer support for Service Users
who have a preference for this.

The Provider must ensure that a multi-disciplinary team of health professionals or specialists
relevant to the core components of the Service (i.e. Type 2 diabetes, behaviour change, weight loss,
diet) is involved in development of the Service. These should include, as a minimum; a registered
dietitian and registered health professional with specialist diabetes knowledge.

3.2.11 Training and Competencies for the Service

The Provider will ensure that the Service is delivered by suitably trained and competent individuals
who are trained in delivery of behaviour change. The Provider will specify the type and level of
qualification, training and / or competence to be expected. The Provider needs to demonstrate that
these qualifications will ensure that front-line Staff are trained to deliver interventions in line with
NICE PH49 (as set out in section 4.1) for overall behaviour change.

The Provider must ensure that all individuals involved in the delivery of the Service have sufficient
and appropriate training and competencies required to deliver the actions and content of the Service,
recognise individual needs and provide appropriate support including advice, techniques and
signposting to other services. The Provider must manage confidential and sensitive personal
identifiable data. This must include training in delivery of the Service. Training must be routinely
monitored and updated as necessary, and suitable continued professional development strategies
must be in place.

The Provider will ensure that all Staff adopt a person-centred, empathy-building approach in
delivering the Service. This includes finding ways to help Service Users make changes by
understanding their beliefs, needs and preferences and building their confidence.

The Provider must ensure that the Service is delivered in a way which is culturally sensitive to local
populations, and flexible enough to meet the needs of Service Users with diverse needs. This
includes adaptation of dietary advice and plans to the Service User’s preferences and culinary
traditions. Where reasonable and appropriate, the Provider will provide Services in languages to suit
the needs of the local population.

Ideally staff delivering the Service will reflect the diversity of the population accessing the Service.
3.2.12 Clinical Training and Competencies for the Service

There is not a requirement for health professionals to deliver content of sessions (or, in the Digital
Delivery Model, episodes of engagement), nor be involved in sessions (or, in the Digital Delivery
Model, episodes of engagement). In discussions about physical activity taking place during the
Weight Maintenance Phase, it would be beneficial to involve a qualified physical activity instructor
trained in behaviour change in the design of the Service.

All Staff required to undertake weight, blood pressure and finger-prick blood testing must be
appropriately trained to do so.

! https://pubmed.ncbi.nlm.nih.gov/36045887/



All Staff delivering the Service must be trained to appropriately recognise adverse events, including
those relating to blood pressure or blood glucose levels, and safely respond where able and
appropriate to do. Those delivering the intervention are required to promptly seek advice from the
Provider's appointed Medical Director. This will include a requirement to appropriately interpret
results and feedback to GP Practices if there is concern.

The Provider must have a Medical Director, who is available at all times, relevant to the delivery of
the Service, to advise Staff and provide guidance on appropriate courses of action particularly in the
case of an adverse event. The Medical Director must be a registered medical practitioner within the
meaning of Schedule 1 of the Interpretation Act 1978 and must have an MRCP or MRCGP.

It is the role of the Provider's Medical Director in relation to adverse events, to:
e Respond appropriately to all adverse events;
¢ Respond and give advice about non-serious adverse events and side effects; and

e Appropriately record all adverse events, liaise with the relevant Service Users’ GP practices
as appropriate, and notify the Commissioner within the next regular monthly report of
adverse events and side effects (unless the Provider's Medical Director considers the
individual circumstances of the event necessitate earlier reporting).

Staff must also have undergone information governance training and have confidentiality clauses in
their contracts of employment.

The Provider acknowledges and agrees that the Service involves training, teaching, instruction,
assistance, advice and guidance provided wholly or mainly for adults receiving healthcare. The
Commissioner therefore considers the Service to be regulated activity for the purposes of regulations
governing the use of Enhanced DBS & Barred List Checks and the Provider must carry out
Enhanced DBS & Barred List Checks in respect of all members of Staff engaged in the Service who
are eligible for such checks and must not engage any such person in the Service who is barred from
working with vulnerable adults or is otherwise unsuitable for working with vulnerable adults. The
Provider must ensure that any Sub-contractor is subject to similar obligations.

3.2.13 Weight Loss
It is anticipated that the majority of the weight loss will be attained during the TDR Phase.

The Provider must, following the TDR Phase or any further period of TDR, i.e. rescue packages,
work with Service Users to assess their dietary intake and support planning of sustainable dietary
changes, to achieve a healthy balanced diet as set out in the current national guidance. If the BMI
of the Service User has decreased below 21 kg/m?in people from White ethnic groups or below 19
kg/m? in people from Black, Asian and other ethnic groups as set out in section 3.2.6 under the
heading “TDR Phase” above, the Provider must not support further weight loss.

Following the TDR Phase or any further period of TDR, i.e. rescue packages, the Provider must
design approaches to support Service Users to maintain a healthier weight in line with NICE
Guideline NG7.

3.2.14 Dietary content

Following the TDR Phase or any further period of TDR, i.e. rescue packages, the design and delivery
of the curriculum must be underpinned by the UK Government dietary recommendations,
acknowledging the findings of the Scientific Advisory Committee on Nutrition consultation (May
2021)2. The current recommendations are detailed in the Eat Well Guide®. The Eat Well Guide
shows the proportions of the main food groups that form a healthy balanced diet. It promotes a diet
high in fibre, fruit and vegetables and low in saturated fat, sugar and salt.

2 SACN report: lower carbohydrate diets for type 2 diabetes - GOV.UK (www.gov.uk)
3 Eatwell Guide can be accessed at https://www nhs.uk/live-well/eat-well/the-eatwell-guide




The Provider must support Service Users to achieve the Government’s dietary recommendations,
using dietary approaches that are evidence based and sustainable in the longer term.

The Commissioner may vary the requirements in this section 3.2.14 if there is a change in the
national guidelines. For the avoidance of doubt, the Provider's consent is not required for such
variations and General Condition 13 does not apply to such variations.

Service Users should be supported to set individualised weight maintenance goals following the
TDR Phase which may include setting tailored achievable short, medium and long term dietary and
physical activity goals which help them to achieve their aims.

Dietary advice should reflect the culinary traditions of the populations in which the Service is being
provided wherever possible (information on the populations is set out in the Local Service
Requirements in Appendix 2 of this Schedule 2A).

3.2.15 Physical activity content

During the TDR Phase it is not recommended that additional physical activity is actively encouraged.
However, following TDR, the Provider will support Service Users to undertake regular physical
activity and aim to minimise or break-up extended periods of being sedentary, ultimately working
towards achieving the UK Chief Medical Officer's physical activity recommendations:
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment data/file/
832868/uk-chief-medical-officers-physical-activity-quidelines.pdf.

The Provider will tailor the support provided as part of the Service to meet the needs, goals and
capabilities of individual Service Users and care should be taken to set achievable goals in being
active.

The Provider may incorporate into the Service, methods for self-monitoring to enable the Service
User to capture individual-level change in weight, diet and physical activity. Methods may include
the provision of, or integration with, wearable devices once the TDR Phase is complete.

The Provider must ensure that content of the Service is regularly reviewed and adjusted to stay up
to date with government recommendations and new evidence.

3.2.16 Final Session/Episode of Engagement

The “Final Session” (or, in the Digital Delivery Model, the “Final Episode of Engagement”) is defined
as the last session or episode of engagement delivered by the Provider as part of the planned
Service (for those Service Users still attending or participating).

As part of the Final Session or Final Episode of Engagement, the Provider must conduct a post
intervention assessment of weight, wellbeing, and achievement of individual goals for all Service
Users who attend or participate. Arrangements for collection of Service User feedback / customer
satisfaction survey should be agreed. Details of the data to be reported are provided in Schedule
6A.

The Provider must again ensure that links are made with local or national activities and services, in
order to provide support for Service Users to continue with improvements made to dietary and
physical activity behaviours and body weight.

The Provider must ensure that Service Users are reminded about key sources of information and
advice, such as the NHS website.

The Provider should make available support and advice post intervention to Service Users to
encourage the maintenance of improved lifestyles.

3.2.17 Service User measurements through the Programme
Blood pressure

For Service Users who are prescribed medication which may lower blood pressure at the time of
referral, blood pressure must be monitored by the Provider as follows;




e Blood pressure monitoring should be undertaken at every session (or, in the Digital Delivery
Model, episode of engagement) with the Provider.

e Where the Face-to-Face Delivery Model is being delivered and a session is occurring face-
to-face in-person, all required readings will be taken by the Provider at that face-to-face in-
person session. If a session is being delivered through other mechanisms, all required
readings may be obtained remotely e.g. through self-measurement

e For the Digital Delivery Model or where the Face-to-Face Delivery Model is subject to
Remote Delivery, readings should be taken remotely using devices provided by the
Provider, submitted to the Provider and reviewed as set out in this section.

e If Service Users go onto a rescue package the Provider must ensure weekly blood pressure
monitoring over the duration of the rescue package.

The thresholds for action should be applied as follows:

e 89/59 mmHg or lower (systolic and/or diastolic) or postural symptoms — the Provider must
contact the Service User’s GP practice team. If symptoms are interfering with daily activities,
same-day contact with the GP practice must be made (the Provider must contact the GP
practice directly and the Service User must also be advised to contact their GP
practice same-day);

e Between 90/60 and 159/99 mmHg — no additional action required, continue intervention;

e Between 160/100 and 179/119 mmHg (systolic and/or diastolic) over two sessions (or, in
the Digital Delivery Model, two episodes of engagement) — the Provider must contact the
Service User's GP practice;

e 180/120 mmHg or higher (systolic and/or diastolic) — there must be same-day contact with
the Service User’s GP practice (the Provider should contact the GP practice directly and the
Service User must also be advised to contact their GP practice same-day);

e For avoidance of doubt, if a blood pressure reading could fit into two of the categories
described above (such as 181/118 mmHg), action should be taken in line with the category
prompting the most rapid response (in this case, same-day contact with the GP practice).

For the Digital Delivery Model, and any sessions being delivered as part of the Face-to-Face Delivery
Model but which are not being delivered in-person (whether due to Service User choice or Remote
Delivery required by the commissioner), blood pressure measurement may be arranged at venues
or services nearby and convenient to Service Users or self-measurement may be used (with relevant
equipment, training and support provided to the Service User by the Provider at the Provider’s cost).

The Provider must use a validated device for the type of testing that they propose, and ensure that
their workforce has received appropriate training to use the devices as specified, providing quality
measurements. Guidance on appropriate monitors can be found here https://bihsoc.org/bp-
monitors/.

Weight
Weight measurements must be taken at every session.

Where the Face-to-Face Delivery Model is being delivered and a session is occurring face-to-face
in-person, all required readings will be taken by the Provider at that face-to-face in-person session.

For the Digital Delivery Model, and any sessions being delivered as part of the Face-to-Face Delivery
Model but which are not being delivered in-person (whether due to Service User choice or Remote
Delivery required by the commissioner), all required readings may be obtained remotely e.g. through
self-measurement.

The baseline weight and height measurement should be recorded by the Provider at the first session
(or, in the Digital Delivery Model, episode of engagement) of the TDR Phase.

BMI will be calculated at baseline and every time a weight measurement is taken. As set out in
section 3.2.6, TDR should be stopped, with no further advice directed at weight loss, if BMI
falls below 21kg/m? in people from White ethnic groups or below 19kg/m?in people from Black,
Asian and other ethnic groups.




Data collection of weight measurements in face-to-face in-person sessions must be taken using
appropriately calibrated scales (see PHE standard evaluation framework for weight management
interventions for details of measurement of height and weight:
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment data/file/
685545/SEF weight management interventions.pdf.

Scales used to measure weight where Face-to-Face Delivery Models are being used should meet
Class Il scales for levels of accuracy as per UK weighing federation guidance):
http://www.ukwf.org.uk/res/medicalguidancenotes.pdf.

For the Digital Delivery Model, and where a session is being delivered as part of the Face-to-Face
Delivery Model but which is not being delivered in-person (whether due to Service User choice or
Remote Delivery required by the commissioner), the Provider will provide at its own cost scales to
each Service User and home scale readings must be shared by Service Users with the Provider.
Measurements must be taken at all sessions (or, in the Digital Delivery Model, episodes of
engagement) as specified in this Service Specification, on the same device consistently (as
appropriate). For all devices provided to Service Users by the Provider, the Provider must ensure
that the device adheres to the error margins for Class IV scales (set out in Table 1 of the UKWF
Guidance). The Commissioner acknowledges there may be limited options on the market for certified
Class IV scales (particularly digital scales that are certified Class IV in the UK), so confirmation from
the manufacturer that the scales adhere to the error margins for Class IV scales (set out in Table 1
of the UKWF Guidance) is acceptable, in place of the official certification.

If Service Users go on a rescue package at any stage during the Service, the Provider must ensure
weekly weight measurement recording and reporting for the duration of the rescue package.

Blood glucose testing

For all Service Users, finger prick capillary blood glucose testing should be monitored by the Provider
as follows;

e Finger prick capillary blood glucose testing should be undertaken at every session with the
Provider;

e Where the Face-to-Face Delivery Model is being used and a session is occurring face-to-
face in-person, all required readings will be taken by the Provider at the relevant session.
For the Digital Delivery Model, and where a session is being delivered as part of the Face-
to-Face Delivery Model but which is not being delivered in-person (whether due to Service
User choice or Remote Delivery required by the commissioner), all required readings will be
submitted by the Service User to the Provider and reviewed as set out in this section;

e If Service Users go onto a rescue package the Provider must ensure weekly blood glucose
monitoring over the duration of the rescue package.

The thresholds for action should be applied as follows:

e Under 15 mmol/l — no additional action required, continue intervention;

e Between 15.0 - 19.9 mmol/l over 2 Sessions — the Provider must contact the Service User’s
GP practice;

e 20.0 mmol/l or higher — there must be same-day contact with the Service User's GP
practice team (the Provider must contact the GP practice directly and the Service User must
also be advised to contact their GP practice same-day).

Finger prick blood glucose testing may be arranged at venues or services nearby and convenient
to Service Users or self-measurement may be used for the Digital Delivery Model, and where a
session is being delivered as part of the Face-to-Face Delivery Model but which is not being
delivered face-to-face in-person (whether due to Service User choice or Remote Delivery required
by the commissioner), with relevant equipment, training and support provided to the Service User
by the Provider at the Provider’s cost.

When selecting blood glucose meters the Provider should ensure that the selected meter meets
current International Organization for Standardization (ISO) standards for blood glucose meters




(1S015197)# and that choice is aligned with locally agreed provision of blood glucose meters on
the NHS.

The CQC's guidance on the diagnostic and screening procedure regulated activity confirms that
non-ambulatory blood pressure monitoring and blood tests carried out by means of a pin prick test
are excluded from the registration requirements for this regulated activity. However, the Provider
must satisfy itself as to whether CQC registration is required for any action that it undertakes.

3.2.18 Discharge from the Service

The Service User is “Discharged” from the Service in the following circumstances:

If, after the Provider contacts an individual following referral, the individual does not respond
to the Provider after one calendar month from referral provided that the Provider has made
a minimum of three attempts to contact the individual, and used various communications
channels as set out in section 3.2.4 above;

If, after the Provider contacts an individual following referral, the individual indicates that
they do not accept the Service;

If, after the Provider contacts an individual following referral, the individual indicates that
they accept the Service, and do not complete an Individual Assessment within 90 days of
referral;

If, after the Service User has accepted the Service but fails to attend or participate in a
scheduled and agreed Individual Assessment, an Individual Assessment has not been
completed within one calendar month of the date the Service User failed to attend or
participate in the scheduled and agreed Individual Assessment;

If, following an Individual Assessment the individual:

e does not attend or participate in a first session (or, in the Digital Delivery Model,
episode of engagement) where the Provider has offered the session (or, in the Digital
Delivery Model, episode of engagement) on three separate occasions at times (and
for the Face-to-Face Delivery Model, venues) suitable to the individual; or

e does not attend the first session (or, in the Digital Delivery Model, episode of
engagement) within 90 days of the Individual Assessment;

If, during the TDR Phase, it is established that the Service User is not complying, or unable
to comply, with the requirements of the Service;

If, whilst participating in the Service, an adverse or concurrent event occurs of sufficient
severity that it would no longer be appropriate for the Service User to continue on the
Service;

If a Service User becomes pregnant whilst participating in the Service, the Service User
should be discharged from the Service to the care of her GP practice. It must be made clear
to pregnant women that weight loss or dieting during pregnancy is not advised;

When a Service User informs the Provider they no longer wish to participate in the Service;

If, during the first 2 weeks of the TDR Phase, it is established that a Service User cannot
tolerate the TDR products;

If, during the first four weeks of the TDR Phase, a Service User misses a session (or, in the
Digital Delivery Model, episode of engagement) (or there is no recorded engagement for
one week) without prior notification to the Provider and the Service User does not make
contact within one week; or the Service User is not successfully contacted by the Provider
within one week and the Provider has made a minimum of three attempts to contact the

4 https://www.iso.org/standard/54976.html




Service User using at least two of the following means of communication: letter, phone call,
text message or email;

e If, during the TDR Phase after the first four weeks or during a rescue package, a Service
User misses a session (or, in the Digital Delivery Model, episode of engagement) (or there
is no recorded engagement for two weeks) without prior notification to the Provider and the
Service User does not make contact within two weeks, or is not successfully contacted by
the Provider within two weeks following a minimum of three attempts to contact the Service
User using at least two of the following means of communication: letter, phone call, text
message or email;

¢ If, after planned pause agreed in accordance with section 3.2.6, a Service User does not re-
start the programme within 4 weeks of commencing the pause;

e If, during the Food Reintroduction and Weight Maintenance Phases, if a Service User
misses a session (or, in the Digital Delivery Model, episode of engagement) (or there is no
recorded engagement for four weeks) without prior notification to the Provider and the
Service User does not make contact within four weeks, or is not successfully contacted by
the Provider within four weeks following a minimum of three attempts to contact the Service
User using at least two of the following means of communication: letter, phone call, text
message or email;

e If a Service User does not submit measurements of the same type (weight, blood glucose,
or blood pressure if applicable) at two consecutive sessions set out in section 3.2.17 where
the Service User is required to submit them and the Provider has made a minimum of three
attempts to contact the Service User to obtain each such measurement using at least two
of the following means of communication: letter, phone call, text message or email;

e On completion of the Final Session or Final Episode of Engagement (or once the Final
Session or Final Episode of Engagement has been delivered). Once the Final Session or
Final Episode of Engagement is completed then the Service User is discharged
automatically regardless of the number (or percentage) of sessions attended or episodes of
engagement participated in.

The Provider must notify the Service User's GP practice that the Service User has been discharged.
The length of time the Service User participated, the stage of the intervention reached, and the initial
and most recent weight measurements should be communicated, as well as the reason for
discharge. If the Service User has been discharged during the TDR Phase and any medication
changes were made on the first day of TDR, the GP practice must be asked to arrange review to
consider restarting medication using the template letters provided by the Commissioner.

Where an individual has previously started TDR and has subsequently been discharged from the
programme for any reason, the Provider will not accept a re-referral of that individual until at least
12 months have elapsed since the date they were previously discharged.

Discharge Requirements

If a Service User had started the TDR Phase but is discharged before the TDR Phase is completed,
the Provider must provide the Service User and the GP practice with a letter of discharge in
accordance with the template letters provided by the Commissioner. Unless otherwise specified in
these template letters, if any medication were stopped on the first day of TDR, the letter should
advise the Service User to make contact with their GP practice within two Operational Days to
arrange a review to discuss the potential need to restart medication (determination of the required
urgency of such a review will be up to the GP practice), or if no medications were stopped on the
first day of TDR, the letter should advise the Service User to make contact with their GP practice
within 4 weeks for a routine review. Similarly, the letter of discharge to the GP practice must reflect
this advice.

Unless otherwise specified in the template letters, if discharge occurs once the TDR Phase has been
completed, the letter of discharge must advise the Service User to make contact with their GP
practice within 4 weeks for consideration of a repeat blood tests and a routine review. Similarly, the




letter of discharge to the GP practice must advise the GP practice to consider repeat blood tests and
a routine review.

The Provider must comply with any template letters or discharge communication content that the
Commissioner notifies the Provider must be used.

The Provider must comply with relevant clinical codes associated with data items and include clinical
codes in all notifications as specified by the Commissioner under the Contract.

3.2.19 Links to other services

The Provider must ensure that links are made with existing local networks and partnerships
throughout the development and delivery of the Service. This could include, for example, leisure and
public health services, departments within Local Authorities, the NHS website, and local “Exercise
on Referral” schemes.

3.3 Marketing of the Service

The Provider must undertake marketing and promotional activity in conjunction with the local health
system to advertise the existence of the Service, with a view to raising awareness of the eligibility
criteria and the availability and benefits of the Service amongst local GP Practices and to people in
the geographical area covered by the Contract and eligible for the service who may benefit from
participating in the NHS T2DR Programme. Any marketing or promotional activity must be designed
to target groups in the community which are currently less likely to access services and encourage
them to find out more about and attend or participate in the Service.

In marketing the Service, the Provider must conform to any guidelines on social marketing of the
Service under the Contract, for example to ensure alignment of messaging with any wider social
marketing campaigns being undertaken in relation to diabetes, or health promotion more generally.
This includes using any branding guidelines developed by the Commissioner specifically for this
Service.

Providers must NOT use personal information provided to them by GP practices to target individuals
directly.

3.4 Intellectual Property

For the avoidance of doubt, notwithstanding General Condition 1.2, the Parties expressly agree that
this section 3.4 shall take precedence over General Condition 22 in respect of Intellectual Property.

Except as set out expressly in this Contract, no Party will acquire the IPR of the other Party.

The Provider grants the Commissioner a fully paid-up non-exclusive licence to use Provider IPR for
the purposes of the exercise of its functions and obtaining the full benefit of the Services under this
Contract, which will include the dissemination of best practice to commissioners and providers of
health and social care services.

The Commissioner grants the Provider a fully paid-up non-exclusive licence to use Commissioner
IPR under this Contract for the sole purpose of providing the Services.

In the event that the Provider or the Commissioner at any time devise, discover or acquire rights in
any Improvement it or they must promptly notify the owner of the IPR to which that Improvement
relates giving full details of the Improvement and whatever information and explanations as that
Party may reasonably require to be able to use the Improvement effectively and must assign to that
Party all rights and title in any such Improvement without charge.

Any IPR created by the Commissioner in the exercise of its licence rights under this Contract will be
owned by the Commissioner.

The Provider must disclose all documents and information concerning the development of Best
Practice IPR to the Commissioner at Review Meetings and must grant the Commissioner a fully
paid-up, non-exclusive perpetual licence to use Best Practice IPR for the purpose of the exercise of
its functions together with the right to grant sub-licences to Public Health England and any
Participating Commissioner for the purpose of the exercise of their respective functions.




“Best Practice IPR” in this section 3.4 means any IPR developed by the Provider including
Improvements to such IPR in connection with or as a result of the Services.

“Improvement” in this section 3.4 means any improvement, enhancement or modification to
Commissioner IPR, Provider IPR or Best Practice IPR (as the case may be) which cannot be used
independently of such IPR.

"IPR" in this section 3.4 means inventions, copyright, patents, database right, domain names, trade
marks, module names, rights in computer software, database rights, rights in get-up, goodwill and
the right to sue for passing off, designs and confidential know-how and any similar rights anywhere
in the world whether registered or not, including applications and the right to apply for any such
rights.

“Participating Commissioner” in this section 3.4 means a clinical commissioning group or local
authority in relation to whose geographical area the Services are delivered.

“Provider IPR” in this section 3.4 means any IPR owned by or licensed to the Provider (other than
by the Commissioner) that will be used by the Provider in the delivery of the Services (as set out in
Appendix 3 of this Schedule 2A), including Improvements to such IPR.

The Provider shall ensure and procure that the availability, provision and use of the Service and the
performance of the Provider's responsibilities and obligations hereunder shall not infringe any
Intellectual Property Rights of any third party.

The Provider shall during and after the Contract Term indemnify the Commissioner against all
Losses incurred by, awarded against or agreed to be paid by the Commissioner (whether before or
after the making of the demand pursuant to the indemnity hereunder) arising from an IPR Claim. An
IPR Claim is defined as any claim of infringement or alleged or threatened infringement by a third
party (including the defence of such infringement or alleged or threatened infringement) of any IPR,
used to provide the Services or as otherwise provided and/or licensed by the Provider (or to which
the Provider has provided access) to the Commissioner in the fulfiiment of its obligations under this
Contract.

If an IPR Claim is made, or the Provider anticipates that an IPR Claim might be made, the Provider
may, at its own expense and sole option, either:

e procure for the Commissioner the right to continue using the relevant IPR which is subject
to the IPR Claim; or

¢ replace or modify the relevant deliverable with non-infringing substitutes provided that:

= the performance and functionality of the replaced or modified deliverable is at
least equivalent to the performance and functionality of the original deliverable;
and

= there is no additional cost to the Commissioner.

If the Provider elects to procure a licence or to modify or replace a deliverable pursuant to the
provision above but this has not avoided or resolved the IPR Claim, then:

¢ the Commissioner may terminate this Contract by written notice with immediate effect; and

e without prejudice to the indemnity set out above, the Provider shall be liable for all
reasonable and unavoidable costs of the substitute deliverables and/or services including
the additional costs of procuring, implementing and maintaining the substitute deliverables.

3.5 Cyber Essentials
The Provider has and will maintain certification under the HM Government Cyber Essentials Scheme

(basic level) until such time as the Provider obtains Cyber Essentials Plus certification in accordance
with the provision below.




The Provider shall, as soon as is reasonably practicable after the Services Commencement Date,
obtain certification under the HM Government Cyber Essentials Scheme to the level of Cyber
Essentials Plus and maintain such certification for the Contract Term.

3.6 Digital Technology Assessment Criteria
The Provider must ensure that the Service, when provided via the Digital Delivery Model complies

with the requirements of the Digital Technology Assessment Criteria ("DTAC") and ensure that the
Service is updated if requirements of the DTAC are updated.

3.7 Government Digital Service Technology Code of Practice

The Provider must ensure that the Service adheres to the requirements of the Government Digital
Service Technology Code of Practice, which is currently available at:

https://www.gov.uk/government/publications/technology-code-of-practice/technology-code-of-
practice
3.8 Identity Verification and Authentication Standard for Digital Health and Care Services

If the Provider's Digital Service is by its nature a service to which NHS Digital's "Identity Verification
and Authentication Standard for Digital Health and Care Services" applies, then the Provider is
required to ensure it adheres to this standard. Please refer to the Standard for applicability:

https://digital.nhs.uk/data-and-information/information-standards/information-standards-and-data-
collections-including-extractions/publications-and-notifications/standards-and-collections/dcb3051-
identity-verification-and-authentication-standard-for-digital-health-and-care-services.

The Provider agrees to provide evidence of adherence to the standard to the Commissioner on
request.

3.9 Information Governance

The Provider will submit the "Data Output Specification" document in Schedule 6A to the
commissioning support service specified by the Commissioner and in the manner specified by the
Commissioner.

The Provider will invite all individuals they have contacted following referral and all Service Users to
agree be contacted for the purpose of service evaluation and record their consent where given. The
Commissioner will specify this proportion of Service Users and also the timing and manner of the
invitation.

The Provider will respect any request by a Service User not to disclose information that identifies
them in the documents indicated above.

For the avoidance of doubt, the requirements above are in addition to the information governance
requirements set out elsewhere in this Contract.

3.10 Additional Service Delivery Requirements
The Provider must:
e provide the Service in the following geographical area — Humber and North Yorkshire

e ensure that the number of Service Users who achieve Milestone 1 (as defined in Schedule
3C) does not exceed 500 during the Contract Term. This number is the "Intervention Cap"
for the purposes of Schedule 3C;

e work with the local health system to agree and implement a strategy for managing demand
within the Intervention Cap;

e ensure that no Service User is invited to participate in the Service after a period of two years
has elapsed since the Effective Date. This period is the "Intervention Period" for the
purposes of Schedule 3C;




e actively monitor and report to the Commissioner and local health systems, the number of
Service Users who achieve Milestone 1 on the Service throughout the Contract Term; and

¢ notify the Commissioner as soon as reasonably practicable where the number of Service
Users achieving Milestone 1 (as defined in Schedule 3C) is predicted to exceed the
Intervention Cap.

The Commissioner may at its discretion either:
e vary the Intervention Cap and/or the Intervention Period; and/or
e notify the Provider that it will not vary the Intervention Cap and/or the Intervention Period.

Where the Commissioner varies the Intervention Cap and/or Intervention Period it will notify the
Provider and the Provider shall comply with the variation.

For the avoidance of doubt:

e the Provider's consent is not required for such variations and General Condition 13 does not
apply to such variations; and

e varying the figures for the purpose of this section 3.10 includes increasing or decreasing the
relevant figure.

The Provider will not be paid for the Service provided to any additional Service Users:

e invited to participate in the Service once the Intervention Cap has been reached in
accordance with paragraph 2 of Part 1 of Schedule 3C; and/or

e invited to participate in the Service once the Intervention Period has expired in accordance
with paragraph 2 of Part 1 of Schedule 3C.

The Contract Term will be the period from the Effective Date to the day after which the Provider
submits the data submission for the last Service User being provided with the Service who
completed the Final Session or Final Episode of Engagement or other such day as agreed in writing
between the Parties.

3.11 Transition

Prior to expiry or termination of this Contract, a new provider may be preparing to deliver similar
services under a contract that the Commissioner has newly put in place. In such a situation, there
will be a period during which the Provider is winding down its delivery of the Service under this
Contract (i.e. it will not be accepting any new referrals to its service) and a new provider is
commencing delivery of their service.

This period is referred to as a "Transition Period". This section 3.11 sets out obligations on the
Provider who is winding down its delivery of the Service. During a Transition Period the Provider will
comply with the relevant obligations set out below.

The aim during the Transition Period is that:
e General Practice engagement is maintained and a steady flow of referrals continues;

¢ A high quality of service is provided to service users regardless of which provider's service
they are referred to, or enrolled on; and

e There is an orderly wind down by the Provider and a smooth mobilisation and
commencement of delivery of the service by the incoming provider.

Subject to the other requirements of this section 3.11, the Provider is responsible for delivering the
Service to all Service Users who have been invited to participate as defined in this Contract, within
the Intervention Cap and the Intervention Period specified in this Contract. The Provider must




maintain high levels of engagement with Service Users throughout the Transition Period, and ensure
that there is a sustainable workforce and delivery model to manage the Transition Period.

During the Transition Period, there will likely be individuals who have been referred to the Provider
but who have not yet been invited to participate prior to the Intervention Period expiring. Such
individuals will be transferred, in compliance with Data Protection Legislation, by the Provider to the
incoming provider. Individuals who have not achieved (or who are unlikely to achieve, in the opinion
of the Provider) Milestone 1 by the 2 month anniversary of the expiry of the Intervention Period will
also be transferred by the Provider to the incoming provider unless those individuals will achieve
Milestone 1 on the next submission of the Data Output Specification to the Commissioner following
the 2 month anniversary.

The Provider is responsible for complying with relevant Data Protection Legislation and the duty of
confidentiality throughout the transfer process.

The Provider shall provide to the incoming provider details on waiting lists of individuals and current
session delivery locations to support sustainability of service delivery and the Provider is required to
attend joint planning meetings with the incoming provider throughout the Transition Period to support
operational delivery. The Provider will continue to provide data to the local health system and will
provide an operational point of contact until all Service Users being provided with the Service have
either completed participation in the Service or have been discharged.

3.12 Review meetings

Review meetings between the Provider and the Commissioner in accordance with General
Condition 8 of this Contract shall be conducted on behalf of the Commissioner by any person
nominated by the Commissioner to act on its behalf. References to the “Commissioner” in the
context of Review Meetings shall be construed accordingly.

The Provider will attend monthly meetings (whether in person or remotely) with the Commissioner
Representative to discuss progress of the delivery of the Services and any key issues arising. The
matters to be discussed at such meetings shall be as agreed between the Provider and the
Commissioner Representative. Such meetings shall be held in addition to Review Meetings (which
shall be held on a quarterly basis). The Provider will agree a written record of the key outputs from
such meetings with the Commissioner Representative and provide a copy of such record to the
Commissioner Representative within one month of the relevant meeting.

Unless agreed otherwise by the Parties, at least one week in advance of these meetings the Provider
will deliver to the Commissioner the performance reports detailed in Schedule 6A, in the format
described.

The Provider will attend monthly meetings (as a minimum; whether in person or remotely) with local
lead partner organisations, in whose areas the Services are delivered, to review progress and
address any specific local issues relating to the delivery of the Services. These may include the rate
of referrals to the Services, uptake rates, issues with the referral process or service delivery, and
equity of access, uptake, retention and outcomes (particularly in relation to inequity by ethnicity and
socioeconomic deprivation), and any other matters as either the Provider or the relevant local partner
organisations considers relevant to the Services. Appropriate analysis and reporting of performance
relating to the programme in the local health system should be made available, with particular focus
on exploring and addressing inequalities. The Provider will agree a written record of the key outputs
from such meetings with the local partner organisations and provide a copy of such record to the
Commissioner Representative within one month of the relevant meeting. Such meeting records will
be reviewed at Review Meetings between the Provider and the Commissioner.

At least one week in advance of these meetings, the Provider will deliver to the local lead partner,
the data and performance reports detailed in Schedule 6A, in the format described.

3.13 Evaluation and Quality Assurance

The Provider will participate fully in any Quality Assurance processes defined by the Commissioner
and co-operate in undertaking ad-hoc audits and reviews as requested by commissioners in a timely
manner. This will include the submission to commissioners of:




e Agreed data and reports from external quality assurance schemes

e Self-assessment questionnaires / tools and associated evidence.

The Provider will also participate in evaluations of the Service commissioned by or approved by the
Commissioner.

The Provider must ensure that a process is in place to obtain Service User feedback, such as
through use of the Family and Friends Test and a system is in place for how that feedback is
considered and actioned.

4. Applicable Service Standards

41 Applicable national standards (e.g. NICE)

The Provider will deliver the Service in accordance with all relevant clinical guidelines and other
guidance and publications published nationally, in particular:

e The Provider will deliver the Service in accordance with all relevant clinical guidelines and
other guidance and publications published nationally, in particular:

o NICE NG 28 Type 2 Diabetes in Adults: Management (2022)

o NICE NG 7 Preventing excess weight gain

o NICE PH 42 Obesity: working with local communities (2012)

o NICE PH 6 Behaviour change: the principles for effective interventions (2007)
o NICE PH 49 Behaviour change: individual approaches (2014)

o NICE PH 44 Physical activity: brief advice in primary care (2012)

o NICE PH 41 Physical activity: walking and cycling (2013)

o NICE CG 43 Obesity: Guidance on the prevention of overweight and obesity in
adults and children (2006 and updated 2015)

o NICE PH 53 Managing overweight and obesity in adults — lifestyle weight
management services (2014)

o NICE PH 46 BMI: preventing ill health and premature death in black, Asian and
other minority ethnic groups (2013)

o Eatwell Guide (2016)
o NICE NG 183 Behaviour change: digital and mobile health interventions (2020)

5. Applicable quality requirements

51 Applicable Quality Requirements

The Quality Requirements applicable to the Service are set out in Schedule 4.
5.2 Equity and access

In the delivery of the Service the Provider must comply with the obligations placed on the
Commissioner by section 13G of the NHS Act 2006 (due regard to the need to reduce health
inequalities) and section 149 of the Equality Act 2010 as if those obligations applied directly to the
Provider;




The Provider must promptly provide such co-operation to the Commissioner as the Commissioner
reasonably requests regarding the Commissioner’s discharge of its duties under section 13G of the
NHS Act 2006 and section 149 of the Equality Act 2010; and

The Provider will complete an annual Equality and Health Inequalities Impact Assessment (E&HIIA)
and action plan to challenge discrimination, promote equality, respect Service Users’ human rights
and to reduce health inequalities in access to services and outcomes. The E&HIIA and action plan
shall be provided to the Commissioner on the Effective Date and each anniversary of the Effective
Date. Progress against the action plan will be reported by the Provider to the Commissioner on a
Quarterly basis at the relevant Review Meeting.

The Provider must at all times adhere to all relevant health and safety and security Law in providing
the Services.
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Appendix 2

Local Service Requirements

NHS Type 2 Diabetes Path to
Remission Programme (T2DR)*

ICB / ICS Prospectus
Humber and North Yorkshire ICB

* formerly the NHS Low Calorie Diet Programme - LCD and may be referred to as such within this document.

All clarification questions should be raised formally through the clarification process on Atamis.

Providers should not contact ICSs directly with queries in relation to the content of these prospectuses.
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1.0 ICB/ ICS information

1.1 ICB / ICS full name Humber and North Yorkshire ICB

1.2 Governance HNY Diabetes Programme:
arrangements The Humber and North Yorkshire (hereafter HNY) Diabetes Programme (both Transformation and Prevention

elements) sits within the HNY Community Health and Care Collaborative (CHCC), with a direct reporting line to
the HNY Transfer of Care Network and the CHCC Board. If required, there is also a reporting link to the ICB
Board via the ICB Urgent and Emergency Care Board. These reporting arrangements are described in
diagram 1 below, and the Diabetes Programme is circled red for ease.

Diagram 1:
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The nominated Senior Responsible Officer (SRO) has delegated responsibility for implementation of the
Diabetes programme of work, in line with the commitments described in the HNY Diabetes Plan 2022/23 and
the 2023/24 Plan once finalised

HNY Diabetes Steering Group:
The HNY Diabetes Steering Group (the Group) has been established to oversee implementation of the
workstreams that are described in the Plan 2022/23.

The Plan is underpinned by the three main priorities for the Diabetes Programme, which are as follows:
e Toreduce the projected growth in incidence in diabetes;
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e To support more people to manage their own care effectively;
e To improve treatment and care received.

The Steering Group reports to the NEY Regional Diabetes Oversight Group, and the HNY Community CH&CC
Board (via the HNY Transfer of Care Network). These governance arrangements are described in diagram 2
below.

Diagram 2: HNY Diabetes Programme Governance Arrangements.

Membership of the Diabetes Steering Group includes representatives from each of the 6 Places across the
HNY geography; including primary care, secondary care and community services; NHS England Regional
colleagues and the third sector. Ensuring that robust oversight and monitoring arrangements are in place, from
operational delivery at place to strategic implementation at ICS level. Members of the Group are required to
have authority and responsibility from their respective organisations, or ability to gain a response from their
organisation, to agree actions or progress issues relating to delivery of the Diabetes Programme.

Should any issues occur, resolution will be sought and led by the SRO, in conjunction with the Diabetes leads
at place, provider leads and other system partners.
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The Diabetes Senior Partnership Officer will provide dedicated support and guidance to members of the Group
and Provider organisations, in implementing the Diabetes programme of work.

The Steering Group will continue to build on the engagement and delivery strategies that have been developed
and are being implemented over the 2 year pilot period for the LCD programme, to support the provider in
engaging with Primary Care and helping to establish referral flow into the LCD programme.

2.0 ICB / ICS Partnership Geography

2.1 Geographical
spread

Humber and North Yorkshire is the second largest Integrated Care Board (ICB) in England by land size, with a
population of 1.7 million. The ICB covers a geographical area which includes cities, market towns and many
different rural and coastal communities consisting of:

e 42 Primary Care Networks (181 GP Practices)

4 acute hospital trusts (operating across 9 sites)

3 mental health trusts

4 community / not for profit providers

2 ambulance trusts

6 Local Authorities (upper tier and unitary authorities)

550 care homes

180 home care companies

10 hospices

1000s of voluntary and community sector organisations

The HNY map is summarily provided at diagram 3 below.

Diagram 3: HNY map.
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The area stretches along the east coast of England from Scarborough to Cleethorpes, and along both banks
of the Humber and incorporates the cities of Hull and York, along with rural areas across East Yorkshire, North
Yorkshire and Northern Lincolnshire.
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There are 6 place areas within the boundary of HNY health and care partnership, and these are:
Hull

East Riding

North East Lincolnshire

North Lincolnshire

North Yorkshire (Including Harrogate)

Vale of York

2.2 Urban/Rural

HNY ICB covers a geographical area of more than 1,500 square miles which includes cities, market
towns and rural and coastal communities.

The ICB is bordered by coastline to the east; Durham and Darlington to the north and Leeds and
Harrogate to the west.

The ICB is broken down into a mix of rural and urban areas, which is described in table 1 below.
Table 1:

Place Urban/Rural Major towns

East Riding Mainly rural Beverley, Driffield,
Bridlington

Hull Urban City of Hull

North Lincs Mainly rural Scunthorpe. Brigg

North East Lincs Mainly rural Grimsby

North Yorkshire Largely rural with some Harrogate, Selby, Whitby

maijor towns
York Urban City of York
2.3 Transport links and | East Riding:

car usage

The East Riding has a small segment of motorway (M62). Primary roads in the district include the A63, A164,
A165, A1034, A166, A1033 and the A1079. Bus services are provided by several operators including
FirstGroup, which provides services from the East Riding into York. Stagecoach provides services from the
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East Riding to Hull and into Lincolnshire, and East Yorkshire Motor Services. Yorkshire Coastliner provides
services from Bridlington to Malton, York and Leeds. In 2011 the car ownership rate within East riding was
recorded by the RAC as 82.4% of households with a car/van.

Hull:

Hull has good public transport links to all amenities as well as a train station to venues across the UK. Hull has
no motorway within its boundaries with the nearest major junction being a minimum of 38 minutes’ drive
(M62). Use of public transport and bicycle commuting is higher than regional and national figures. In 2011 the

car ownership rate within the City of Hull was recorded by the RAC as 59.4% of households with a car/van.

North East Lincolnshire:

In North East Lincolnshire there are regular buses to town centres and train stations in Cleethorpes and
Grimsby, 30.8% households show as having no car or van (2011 Census). In 2011 the car ownership rate
within North East Lincolnshire was recorded by the RAC as 69.2% of households with a car/van.

North Lincolnshire:

North Lincolnshire has a well-developed transport network providing links to local hubs. Car ownership is
above average with major roads in the area being M180 (A180) & the A15. The area is relatively well served
by rail. Humberside Airport is also situated in the region.) In 2011 the car ownership rate within North
Lincolnshire was recorded by the RAC as 79.3% of households with a car/van.

North Yorkshire:

Scarborough and Malton are served by hourly trains. Filey is on the Hull to Scarborough line and the
frequency is approximately every couple of hours to and from Scarborough. There is a good local bus service
through the main towns and larger villages; some of the more rural areas public transport coverage is sparse.
A good road network links the area. In 2011 the car ownership rate within Scarborough was recorded by the
RAC as 71.2% of households with a car/van.

York:
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The Vale of York has good transport links with regular bus and train links to the major towns and cities. The
road network around York is good, but rural areas are mainly smaller roads. In 2011 the car ownership rate
within The Vale of York was recorded by the RAC as 73.9% of households with a car/van.

2.4 Any challenges with
digital access — e.g.
specific areas lacking
broadband availability

Digital connectivity:

In 2022, a review was undertaken to improve digital connectivity — particularly in Primary Care. The outcome
of this review demonstrated that existing connectivity arrangements, via hard wired means (i.e. broadband and
inter-site physical links), is adequate at all locations.

Local Authority settings tend to have good provision, but it is recognised that some private providers have poor
access in some areas of the HNY geography.

4G and 5G:

5G connectivity is currently limited in HNY geography and it is likely that this will remain so for the foreseeable
future. Humber and North Yorkshire doesn’t have sufficiently high population numbers, or the national status
with mobile providers for them to provide this connectivity at any pace.

Based on 4G coverage maps, it is clear that coverage is relatively good in all urban locations, but this
connectivity deteriorates quickly in sparsely populated and rural locations, such as the Yorkshire Wolds and
North York Moors. Please note, connectivity position is based on data produced by each specific network
provider and cannot be accurately confirmed at this stage.
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East Riding of Yorkshire Council and North Yorkshire Council provides free wi-fi access in some rural towns,
with plans to roll it out to more areas.

Kingston Communications (KCOM) also provide free wi-fi hotspot coverage over many locations in Hull and
East Yorkshire, for KCOM customers.

3.0 ICS Partnership Demographics

3.1 State the total Table 2: Population of HNY ICS area, by age, gender and place:

2(;2;:I:ggng?(l)'llr::)t’)?)l;/S i Place Level Age Group Female Male

gender and Place Level (or equivalent)
East Riding 20 - 65 91,477 91,087
Hull 20 - 65 99,682 108,397
North East Lincolnshire 20 - 65 53,434 55,100
North Lincolnshire 20 -65 56,119 58,511
North Yorkshire 20 - 65 132,429 131,573
Vale of York 20 - 65 119,474 117,026

TOTALS 552,615 561,694
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Data extracted from:

https://digital.nhs.uk/data-and-information/publications/statistical/patients-registered-at-a-gp-
practice/december-2022

3.2 Set out the most Table 3 below reflects the percentage of total usual resident population, aged three years and over,
prevalent non-English who speak each language as their main language, 2021, local authorities in England and Wales.
speaking languages
across the ICB / ICS
footprint, including a list

of the top 5 non-English Table 3: Top 5 non-English languages spoken in HNY.

speaking languages Place in HNY Top 5 non-English languages

spoken:

Hull Polish, Romanian, Lithuanian,
Kurdish, Latvian

East Riding Polish, Latvian, Romanian,
Lithuanian, Romanian

North East Lincs Polish, Romanian, Latvian,
Lithuanian, Bulgarian

North Lincs Polish, Romanian, Lithuanian,
Bengali, Panjabi

York Polish, Spanish, Romanian, Arabic,
Turkish

North Yorks Polish, Romanian, Nepalese,
Hungarian, Spanish
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Source: Office for National Statistics — Census 2021.

3.3 Set out the main
ethnicities, cultural needs
and/or other population
groups present within the
ICB / ICS partnership
that may require the
intervention to be tailored

Humber and North Yorkshire is a relatively ethnically diverse region, broken down into the following:
86% white British; 3% white non-British; 7.3% Asian; 1.5% Black; 2.4% Mixed; and other Ethnic
Minorities.

1.8% of the population in the Yorkshire and Humber region identify as LGBT, compared to 2.1% for
England as a whole.

4,378 people in the Yorkshire and Humber region identify themselves as Gypsies or Travellers, out of
58,000 across England as a whole.

Approximately 1.7 million people live in Humber and North Yorkshire; 20% are over 65 (compared to
17% nationally) but this varies across the area. Only 14% of people are over 65 in Hull. Over 24% are
over 65 in Scarborough, Ryedale and East Riding.

To support engagement with these groups, the ICB will continue to work with public health and Place-
based colleagues to ensure that direct focus is given to ensure that equity of offer is maintained.

3.4 Describe any
population segments in
your area with poorer
health outcomes (i.e.
those subject to the
greatest inequalities) and
outline how you would
work with the provider to

Table 4 below provides an overview (by %) of deprivation across HNY geography, by place.

The areas most / least deprived are highlighted red.

Place IMD most IMD 2nd most | IMD 3rd most | IMD 2nd least | IMD least
deprived deprived deprived deprived deprived
East Riding 15.6% 20.1% 20.0% 26.6% 17.7%
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improve outcomes in
these groups.

Hull 52.7% 16.3% 16.4% 9.7% 5.0%
NE Lincs 38.6% 18.2% 14.3% 21.1% 7.7%
N Lincs 18.8% 23.3% 31.1% 21.2% 5.6%
N Yorks 10.1% 14.0% 22.6% 24.2% 29.1%
VoY 4.0% 13.6% 15.0% 25.5% 41.9%

National Diabetes Audit (NDA) 2021-22 quarterly report for England, Clinical Commissioning Groups and GP practices -
NDRS (digital.nhs.uk)

The area of highest deprivation in HNY is Hull place, with Vale of York reflecting the lowest % of
deprivation, as reflected in Table 4 above.

Through application of local intelligence and data, the HNY Diabetes Programme Team will work
with the provider to target known areas of higher need who may not have been targeted previously,
such as coastal areas in East Riding, working in collaboration with HNY Public Health Team and
accessing all relevant data sources. e.g. JSNA (Joint Strategic Needs assessment) or the NDA (National
Diabetes Audit) for example.

The HNY Diabetes Programme Team would like to work with the provider to ensure that information
relating to lifestyle (including diet and exercise) is culturally appropriate for the groups that they are
working with. The HNY Team is keen to work with providers to adapt information to include ethnicity, and
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other protected characteristics such as disability, religion, age, and sexual orientation. Further support will
be available from organisations across HNY, such as Carer’s Support and local support Groups. Further
information on these local Groups in each Place, including contact details and description, will be shared
with the Provider prior to mobilisation.

Prior to mobilisation, connections will also be made with the Local Medical Councils (LMCs) in HNY to
provide input and clinical guidance on the engagement and delivery approaches in primary care.

A key priority for HNY ICS is to actively engage with the more deprived areas of the ICS geography, and
we invite the provider to support this quest across the ICS, there are large pockets of social housing
which can provide challenges in terms of accessibility and engagement. The provider will be required to
work closely with Place-based colleagues to engage with both GP practices and patients, to promote the
scheme and the benefits associated with it and liaise with voluntary services to support patients in
accessing the programme

3.5 Type 2 diabetes
prevalence

Table 5: Type 2 diabetes prevalence

G | pracarame | O ke | s

02Y | East Riding 19,090 2.1% 34.3%
03F | Hull 17,560 4.7% 45.1%
03H | NE Lincs 10,325 4.2% 41.5%
03K | N Lincs 11,435 3.4% 39.5%
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42D | N Yorks 22,660 2.4% 35.0%

03Q [ VoY 15,540 2.8% 35.6%

National Diabetes Audit (NDA) 2021-22 quarterly report for England, Clinical Commissioning Groups and GP practices -
NDRS (digital.nhs.uk)

3.6 Numbers of patients Table 6: Number of patients eligible for the NHS LCD programme in HNY (NDA. 2021/22).
identified as potentially

eligible for the NHS LCD

programme Place level (or equivalent) Numbers identified as potentially eligible
for the NHS LCD programme
East Riding 2,111
Hull 2,664
North East Lincolnshire 1,429
North Lincolnshire 1,482
North Yorkshire 2,561
York 1,830
Total | 12,077
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3.7 Existing local There are no such locally commissioned programmes.
provision of locally
commissioned Total Diet
Replacement (TDR),
other Low Calorie Diet
(LCD) / type 2 diabetes
remission programmes

4.0. Intervention allocation and monthly profilin
4.1 Intervention The table below details the number of places allocated to HNY on the NHS LCD programme (number of people
allocation to the ICB / who commence Total Diet Replacement (TDR)).
ICS for the 2 year
contract.
Year Year1 | Year 2 Total
Allocation 250 250 500
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4.2 Monthly referral Planned referral trajectory for year 1 (2023/24)*
profiling, based on an
uptake rate of 65%. Referrals Year 1 _
June | July | Aug | Sept | Oct Nov Dec Jan Feb | March | April [ May | Total
2023 2024
32 32 32 32 32 32 26 36 35 32 32 32 385

Planned referral trajectory for year 2 (2024/25)*

Referrals Year 2

June | July | Aug | Sept Oct Nov Dec Jan Feb | March | April | May Total
2024 2025

32 32 32 32 32 32 26 36 35 32 32 32 385

4.3 How will the ICS/ Approach to manage referral flow:
ICB plan to manage
referral flow to align
with profile while taking
into account provider
capacity and delivery
considerations —i.e.
what actions you will
take to adjust referral
activity, as may be
indicated, during the
contract? The delivery of the programme will be monitored by the HNY Diabetes Steering Group, as part of the
agreed workplan for 23/24.

The HNY Diabetes Programme Team will work collaboratively with the provider to develop a structured
approach to promoting and delivering the LCD programme, including:

targeting groups considered to be ‘at risk’;

working with system partners to encourage engagement by using latest validated GP Practice data;
identifying and targeting high risk patients;

focusing on areas of deprivation;

focusing on hard to reach groups.
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Profiling work has been undertaken to identify the number of referrals required by Place, PCN and GP
Practice to achieve the number of referrals required to ensure that the pilot project remains viable. This
profiling work has also been valuable in informing what actions need to be taken to generate referrals into
the programme using system searches, public promotion campaigns, opportunistic referrals, and text
messages.

During 2022/23, a significant piece of work has been undertaken to develop a clinical system ‘pop up’ to
support the pre-identification of patients in primary care whilst in consultation with health care staff, with
many progressing to referral onto the LCD programme. This work has been done with the support of
NSBi(HNY IT and Digital Delivery Partner) and NECS, both of whom provide a digital support service in
HNY. This work is in the final stages of development for SystmOne Practices, and work is underway to
replicate the same approach for EMIS Practices.

We will continue to build on this approach, and valuable experience, to work with the new provider to
ensure that we maintain our current success rates and increase referrals going forward.

Should the referral trajectory not be achieved, then the Diabetes Programme Team will use experience
and learning identified through the pilot to support the provider in holding engagement sessions; produce
dedicated comms strategies, and support/promote through local networks and relationships.

There are currently no plans to incentivise referrals into the Programme, however once the financial
position in regard to mobilisation of the Programme is fully understood then any options to incentivise
referrals could be considered, subject to approval by members of the Diabetes Steering Group.
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5.0. Planned mobilisation and transition

5.1 Outline the details As there is an existing LCD programme currently in place in HNY, moving to a new contract (via this
of how the ICB / ICS prospectus) will be managed in one of two ways, depending on who the provider will be.

will work with existing
and/ or new NHS LCD
providers to ensure

successful mobilisation/
seamless transition of 1. Incumbent Provider — Review of existing documentation to ensure that referral forms, templates etc

services reflect any changes to eligibility criteria. Appropriate comms to be prepared to all parties to inform them of
) the continuation of service. There should be minimum disruption to Primary Care in terms of patient
identification and onward referral. Should it be required then the ICB has contracting expertise and
support available to assist in any transition

The two options are as follows:

2. New Provider — A full transfer plan will be developed with the outgoing provider; the incoming provider
and colleagues from the NHSE Diabetes Programme. Early discussions will be held to agree cut off dates
for referrals, and the strategy for those patients who have commenced the programme (in the process of)
as at the change-over date. These transfer arrangements will be developed in line with the guidance of
the NHSE Diabetes Programme Team, using established principles from previous contract transfers.

The HNY Diabetes Programme Team will work closely with and receive expertise and guidance from the HNY
Contracts Team throughout the period of contract transition and mobilisation. This will include, but not be
limited to, Information Governance, transfer of patients, contracting/MOU authorisation, Primary Care
awareness of change in Provider (if required), communications with stakeholders etc.

98 | Particulars (Full Length)



NHS Standard Contract 2023/24

6.0 Delivery plans

6.1 Communications,
engagement and
training

A Communications and Engagement Plan will be developed in collaboration with the ICS Comms and
Engagement Team, and the HNY Diabetes Programme Team. This Plan will be received and approved by the
HNY Diabetes Steering Group.

To mobilise the Plan, full advantage will be taken of existing communication channels across the ICB including:

GP Newsletters

System wide Newsletters & comms

Presenting at PCN meetings and PTL Events
Provider training webinars and drop in sessions
Ad hoc comms, as required

6.2 Primary care data
systems used across
the ICB / ICS

Across the ICS geography, both SystmOne and EMIS are used in Primary Care. SystmOne is the most widely
used, but the use of either system is at the discretion of the individual GP/PCN.

The ICS has access to N3i (HNY IT and Digital Delivery Partner) and North East Commissioning Support
(NECS) to support mobilisation of IT systems, and both organisations have worked with providers and Diabetes
Programme Leads to develop tools to aid the identification of eligible patients into the LCD programme, and to
make the referral process as simple as possible through the automation of referral forms. Under the 2023/24
contract, that work will be continued and will be refined to best reflect any changes.
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7.0 Additional Information

7.1 Other specific factors which a provider No other specific factors
would need to consider in order to develop
a service in this area (if not covered
elsewhere in the prospectus)
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SCHEDULE 2 - THE SERVICES

A. Service Specifications
Appendix 3
Provider IPR

- Details of our delivery model
- Staff names

- Pricing
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SCHEDULE 2 - THE SERVICES

Ai.  Service Specifications — Enhanced Health in Care Homes

Not Applicable
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SCHEDULE 2 - THE SERVICES

Aii. Service Specifications — Primary and Community Mental Health
Services

Not Applicable
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SCHEDULE 2 - THE SERVICES
B. Indicative Activity Plan

Not Applicable
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SCHEDULE 2 - THE SERVICES

C. Activity Planning Assumptions

Not Applicable
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SCHEDULE 2 - THE SERVICES

D. Essential Services (NHS Trusts only)

Not Applicable
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SCHEDULE 2 - THE SERVICES

E. Essential Services Continuity Plan (NHS Trusts only)

Not Applicable
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SCHEDULE 2 - THE SERVICES

F. Clinical Networks

Not Applicable
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SCHEDULE 2 - THE SERVICES

G. Other Local Agreements, Policies and Procedures

Not applicable
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SCHEDULE 2 - THE SERVICES

H. Transition Arrangements

Transition Arrangements are set out in the Transition section of the Service Specification at
section 3.11
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SCHEDULE 2 - THE SERVICES

1. Exit Arrangements

Exit arrangements are set out in the Transition section of the Service Specification at
section 3.11
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SCHEDULE 2 - THE SERVICES

J. Transfer of and Discharge from Care Protocols

Not Applicable
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SCHEDULE 2 - THE SERVICES

K. Safeguarding Policies and Mental Capacity Act Policies

- Mental Capacity Act Policy

- Safeguarding Policy
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SCHEDULE 2 - THE SERVICES

L. Provisions Applicable to Primary Medical Services

Requirements relating to tailoring the Services to the characteristics of the local
population are contained in the Service Specification
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SCHEDULE 2 - THE SERVICES

M. Development Plan for Personalised Care

Not Applicable
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SCHEDULE 2 - THE SERVICES

N. Health Inequalities Action Plan

Requirements relating to tailoring the Services to the characteristics of the local
population are contained in the Service Specification
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SCHEDULE 3 — PAYMENT

A. Aligned Payment and Incentive Rules

Not Applicable.
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SCHEDULE 3 - PAYMENT
B. Locally Agreed Adjustments to NHS Payment Scheme Unit Prices

Not Applicable
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SCHEDULE 3 — PAYMENT

C. Local Prices
1. The Commissioner will pay the Provider for the Services in accordance with this Schedule
3C.
2. Notwithstanding General Condition 1.2, the Parties expressly agree that Service Condition

36 shall only apply to and be incorporated into this Contract as follows:

Sub-Conditions of Service | Sub-Conditions of Service Condition 36
Condition 36 which are incorporated | which are excluded from this Contract
into this Contract
36.2 36.1
36.6 36.3-36.5
36.29 36.7 - 36.28 (inclusive)
36.33 36.30 — 36.32 (inclusive)
36.34 36.35
Definitions

3. In this Schedule 3C the following definitions are used:

“Achieved” means a Milestone and/or the Outcomes (as relevant) that

“Achievement Criteria”

“Data Output
Specification”

“Digital Achievement
Criteria”

“Digital Delivery Model
Price”

“Face-to-Face
Achievement Criteria”
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have been achieved by the Provider in accordance with the
Achievement Criteria and “Achieve” and “Achievement”
shall be construed accordingly;

means the Digital Achievement Criteria and the Face-to-
Face Achievement Criteria;

means the data output specification to be submitted by the
Provider to the Commissioner in accordance with Schedule
6A;

means the criteria which must be met by the Provider in
relation to a Service User being provided with the Digital
Delivery Model in order to Achieve a Milestone as set out in
column 3 of Table 2 of this Part 1 of this Schedule 3C;

means the maximum price per Service User (set outin Table
1 of this Part 1 of this Schedule 3C) for the provision of the
Service via the Digital Delivery Model payable to the
Provider when all Milestones have been Achieved;

means the criteria which must be met by the Provider in
relation to a Service User being provided with the Face-to-
Face Delivery Model in order to Achieve a Milestone as set
out in column 2 of Table 2 of this Part 1 of this Schedule 3C;
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“Face to-Face Delivery
Model Price”

“Final Episode of
Engagement”

“Final Session”

“Individual
Assessment”

“Intervention Cap”

“Intervention Period”

“Milestone”

"Milestone
Engagement Methods™

"Milestone 2 Period"

"Milestone 3 Period"

“Minimum Episodes of
Engagement”

“Minimum Sessions”

"Outcomes"
"Outcomes

Achievement Criteria”

"Service"
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means the maximum price per Service User (set out in Table
1 of this Part 1 of this Schedule 3C) for the provision of the
Service via the Face-to-Face Delivery Model payable to the
Provider when all Milestones have been Achieved;

has the meaning set out in section 3.2.16 of Schedule 2A
(Service Specification);

has the meaning set out in section 3.2.16 of Schedule 2A
(Service Specification)

means the individual assessment following acceptance by a
Service User of an invitation to participate in the Service at
which a Service User is assessed in accordance with section
3.2.5 of Schedule 2A (Service Specification);

has the meaning set out in section 3.10 of Schedule 2A
(Service Specification);

has the meaning set out in section 3.10 of Schedule 2A
(Service Specification);

means a milestone in the provision of the Service for which
payment is made as set out in Tables 1 and 2 of this Part 1
of this Schedule 3C;

means the following engagement methods:

e conversation with a health coach (via telephone or
a voice over internet protocol system); or

e exchange of messages with a health coach (with a
minimum of six messages exchanged).

means the period beginning on the Start Date and ending
12 weeks after the Start Date;

means the period beginning immediately after the end of the
Milestone 2 Period and ending 52 weeks after the Start
Date;

means the minimum number of episodes of engagement
with a Service User to be provided in accordance with
section 3.2.6 of Schedule 2A (Service Specification);

means the minimum number of sessions with a Service User
to be provided in accordance with section 3.2.6 of Schedule
2A (Service Specification);

means the Outcomes Achievement Criteria;

means the criteria which must be met by the Provider in
relation to a Service User as set out in paragraph 7 of Part
1 of this Schedule 3C;

means the service described in Schedule 2A (Service
Specification);
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"Service Prices" means the Face-to-Face Delivery Model Price and the
Digital Delivery Model Price;

“Start Date” means the Monday of the week in which the Service User
starts the, or participates in their, first session of, or episode
of engagement within, the TDR Phase following the
Individual Assessment in accordance with section 3.2.5 of
Schedule 2A (Service Specification).

General Principles of Payment

4. The Provider will be paid for the Service it provides under Schedule 2A (Service
Specification) subject to the Milestones and Outcomes being Achieved in accordance with
Part 1 of this Schedule 3C.

5. Payments payable to the Provider under Part 1 of this Schedule 3C will be paid in
accordance with Part 2 of this Schedule 3C.
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Part 1 — Payment Calculation — Service Price
Subject to paragraphs 2 and 3 of this Part 1:

1.1. the Face-to-Face Delivery Model Price will be paid by the Commissioner for each
Service User being provided with the Service via the Face-to-Face Delivery Model;
and

1.2. the Digital Delivery Model Price will be paid by the Commissioner for each Service
User being provided with the Service via the Digital Delivery Model,

in staged payments depending upon Milestones Achieved by the Provider for each Service
User and the Outcomes Payment will be paid by the Commissioner for each Service User
which satisfies the Outcomes. The Provider will be paid monthly in arrears in respect of
the staged payments for Milestones Achieved and the Outcomes Payment in accordance
with Part 2 of this Schedule 3C.

The Provider will not be paid for any Service provided to additional Service Users who are
invited to participate in the Service after the Intervention Cap has been reached. For the
avoidance of doubt, once the Intervention Cap is reached, the Commissioner will continue
to pay the Provider for the Service provided to existing Service Users subject to the
Milestones being Achieved.

The Provider will not be paid for any Service provided to additional Service Users who are
invited to participate in the Service after the Intervention Period has elapsed. For the
avoidance of doubt, once the Intervention Period has elapsed, the Commissioner will
continue to pay the Provider for the Service provided to existing Service Users who were
invited to participate in the Service before the Intervention Period elapsed subject to the
Milestones being Achieved.

The Provider will provide the Data Output Specification in accordance with Schedule 6A
(Reporting Requirements) to enable the Commissioner to verify invoices submitted by the
Provider to the Commissioner in accordance with Part 2 of this Schedule 3C.

Table 1 below shows:
5.1. the Service Prices;

5.2. the percentage of the Service Price payable on Achievement of each Milestone for
each Service User; and

5.3. the percentage of the Service Price payable on Achievement of the Outcomes for
each Service User.
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Table 1
Face-to-Face -
Delivery Model
Price
Digital  Delivery | ||l
Model Price
Milestone 1 2 3
% of relevant Service 30% 30% 30%
Price payable on
Achievement of
Milestone
Outcomes Payment | 10%
- % of relevant
Service Price
payable on
Achievement of
Outcomes

6. Table 2 below shows the Achievement Criteria at each Milestone for the Service provided

via the Face-to-Face Delivery Model and the Digital Delivery Model, to be Achieved by the
Provider for each Service User (as applicable).

Table 2 — Milestones for Digital Delivery Model

Milestone

Face-to-Face Achievement Criteria

Digital Achievement Criteria

Milestone
1

All of the following criteria have been
fulfilled:

(1)

(2)

the Individual Assessment has
been provided to the Service
User by the Provider;

the Provider has in writing from
the referrer confirmation of the
specific medication changes
which are required (or that no
medication changes are
required) and the Provider has
ensured that prior to the first
day of the TDR Phase, the
Service User understands the
medication changes to take

All of the following criteria have been fulfilled:

(1)

(2)

@)

the Service User has registered for the Service
or created a digital account (as relevant);

the Individual Assessment has been provided
to the Service User by the Provider;

the Provider has in writing from the referrer
confirmation of the specific medication
changes which are required (or that no
medication changes are required) and the
Provider has ensured that prior to the first day
of the TDR Phase, the Service User
understands the medication changes to take
place (or that no medication changes are
required);

5 Successful bidder’s Face-to-Face Delivery Model Price to be inserted here prior to contract award.
¢ Successful bidder’s Digital Delivery Model Price to be inserted here prior to contract award.
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place (or that no medication
changes are required);

(3) the the Service User has
started the TDR Phase and the
first of the Minimum Sessions
has been provided to the
Service User by the Provider;

(4) valid weight and blood glucose
measurements (and blood
pressure measurements if
applicable) for the Service User
have been taken in accordance
with section 3.2.17 of Schedule
2A (Service Specification) and
reported in accordance with
Schedule 6A; and

(5) the Data Output Specification
has been submitted by the
Provider to the Commissioner
in accordance with Schedule
6A in relation to the Service
User.

(4) the Service User has started the TDR Phase
and the first of the Minimum Episodes of
Engagement using at least one of the
Milestone Engagement Methods has been
provided to the Service User by the Provider;

(5) valid weight and blood glucose measurements
(and blood pressure measurements if
applicable) for the Service User has been taken
in accordance with section 3.2.17 of Schedule
2A (Service Specification) and reported in
accordance with Schedule 6A; and

(6) the Data Output Specification has been
submitted by the Provider to the Commissioner
in accordance with Schedule 6A in relation to
the Service User.

Milestone | All of the following criteria have been
2 fulfilled:

(1) the Milestone 2 Period has
elapsed;

(2) the Service User has attended
at least six of the eight
Minimum Sessions within the
Milestone 2 Period;

(3) valid weight and blood glucose
measurements (and  blood
pressure measurements if
applicable) for the Service User
have been taken for each
session attended by the
Service User in accordance
with section 3.2.17 of Schedule
2A (Service Specification) and
reported in accordance with
Schedule 6A; and

(4) the Data Output Specification
has been submitted by the
Provider to the Commissioner
in accordance with Schedule
6A in relation to the Service
User.

All of the following criteria have been fulfilled:
(1) the Milestone 2 Period has elapsed;

(2) there is a time stamped record that the Service
User has logged into the Service within the
Milestone 2 Period;

(3) the Service User has participated in at least
eight of the Minimum Episodes of Engagement
using at least one of the Milestone
Engagement Methods within the Milestone 2
Period;

(4) valid weight and blood glucose measurements
(and blood pressure measurements if
applicable) for the Service User have been
taken, for each of the Minimum Episodes of
Engagement that the Service User has
participated in in accordance with section
3.2.17 of Schedule 2A (Service Specification)
and reported in accordance with Schedule 6A;
and

(5) the Data Output Specification has been
submitted by the Provider to the Commissioner
in accordance with Schedule 6A in relation to
the Service User.

Milestone | All of the following criteria have been
3 fulfilled:

(1) the Milestone 3 Period has
elapsed;

All of the following criteria have been fulfilled:

(1) the Milestone 3 Period has elapsed;
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(2) the Service User has attended
at least seven of the twelve
Minimum Sessions within the
Milestone 3 Period and one of
those Minimum Sessions was
the Final Session;

(3) valid weight and blood glucose
measurements (and blood
pressure measurements  if
applicable) for the Service User
have been taken for each
session attended by the
Service User in accordance
with section 3.2.17 of Schedule
2A (Service Specification) and
reported in accordance with
Schedule 6A; and

(4) the Data Output Specification
has been submitted by the
Provider to the Commissioner
in accordance with Schedule
6A in relation to the Service
User.

(2)

®3)

(4)

©®)

there is a time stamped record that the Service
User has logged into the Service within the
Milestone 3 Period;

the Service User has participated in at least
seven of the Minimum Episodes of
Engagement using at least one of the
Milestone Engagement Methods within the
Milestone 3 Period and one of those Minimum
Episodes of Engagement was the Final
Episode of Engagement;

valid weight and blood glucose measurements
(and blood pressure measurements if
applicable) for the Service User have been
taken, for each of the Minimum Episodes of
Engagement that the Service User has
participated in, in accordance with section
3.2.17 of Schedule 2A (Service Specification)
and reported in accordance with Schedule 6A;
and

the Data Output Specification has been
submitted by the Provider to the Commissioner
in accordance with Schedule 6A in relation to
the Service User.

10.

To Achieve the Outcomes for each Service User:

7.1.

all of the Service User’s weight measurements at 0, 3, 6 and 12 months must have

been taken in accordance with section 3.2.17 of Schedule 2A (Service Specification)
and reported in accordance with Schedule 6A; and

7.2. the recorded weight of the Service User at the Final Session or the Final Episode of
Engagement (as relevant) must indicate a weight loss of at least 10% of the weight

recorded at Milestone 1.

The Commissioner shall determine whether or not the Provider has Achieved a Milestone
or the Outcomes in accordance with the reports submitted by the Provider in accordance
with Schedule 6A (Reporting Requirements) (including the Data Output Specifications

submitted).

For the avoidance of doubt, the Provider will not be entitled to any increase to the Service
Price during the Contract Term to account for inflation, indexation or any other factor which
may increase the Provider’s costs of delivering the Service.

The Commissioner may deduct from any payments due to the Provider under this Part 1
of Schedule 3C any sums that the Commissioner is entitled to withhold or retain in
accordance with Part 2 of Schedule 4 (Local Quality Requirements). If the Commissioner
exercises its right to make such deductions, the Commissioner may deduct such sum from
the amount payable under the applicable invoice issued by the Provider. If the amount due
under the applicable invoice has been paid before the applicable deduction has been
applied, the Commissioner may require the Provider to repay such amount that it would
have been entitled to deduct or the Commissioner may deduct such amount from any
subsequent invoice. Any sums that are withheld by the Commissioner that are
subsequently to be paid to the Provider in accordance with Part 2 of Schedule 4 (Local
Quality Requirements) shall be included in the next invoice issued by the Provider in

accordance with Part 2 of this Schedule 3C.
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Part 2 — Invoicing Process

10.

1.

12.
13.

The Commissioner uses an online service provided by Tradeshift Network Ltd of 55 Baker
Street London W1U 7EU found online at www.tradeshift.com (“Tradeshift’) as its online
platform for receiving invoices. The Provider will create an online account with Tradeshift
from the Effective Date for the purpose of submitting electronic invoices to the
Commissioner in accordance with this Part 2 of this Schedule 3C.

The Provider will utilise one of the integration options provided by Tradeshift in order to
deliver electronic invoices to the Commissioner.

The Provider shall:

3.1.  comply with the technical requirements of Tradeshift including any changes to such
requirements that may be required by Tradeshift from time to time; and

3.2. ensure that all electronic invoices are received by the Commissioner in accordance
with the timescales set out in this Part 2 of Schedule 3C.

The Provider shall be responsible for its relationship with Tradeshift at all times.

Prior to uploading invoices to Tradeshift, the Provider will submit an electronic invoice to
the Commissioner in accordance with paragraphs 1-4 of this Part 2 within 10 Operational
Days after the end of the month in which a Milestone and/or the Outcomes have been
Achieved for a Service User setting out the payment due to the Provider.

Following submission of an invoice in accordance with paragraphs 1-5 of this Part 2, the
Commissioner will consider and verify the invoice as against the Data Output
Specifications provided by the Provider in accordance with Schedule 6A for the relevant
month within 20 days of receipt of the invoice.

If the Commissioner is unable to verify an invoice in accordance with paragraph 6, the
Commissioner will request that the Provider submits a revised electronic invoice in
accordance with paragraph 1 above. Paragraph 6 above shall then apply in respect of the
Commissioner’s verification of the revised invoice.

The final invoice will be verified by agreement between the Commissioner (including any
representative acting on behalf of the Commissioner) and the Provider, and if the parties
do not verify the invoice paragraph 6 above shall apply.

Subject to paragraph 10 of Part 2 of this Schedule 3C, the Commissioner will pay the
Provider any sums due under an invoice no later than 30 days from the date on which the
Commissioner determines that the invoice is valid and undisputed in accordance with
paragraph 6.

The Parties agree that paragraph 10 of Part 1 of this Schedule 3C shall apply in relation
to breaches of thresholds of the Local Quality Requirements as set out in Schedule 4
(Local Quality Requirements).

Where any Party disputes any sum to be paid by it then a payment equal to the sum not
in dispute shall be paid and the dispute as to the sum that remains unpaid shall be
determined in accordance with General Condition 14. Provided that the sum has been
disputed in good faith, Interest due on any sums in dispute shall not accrue until the date
falling 5 Operational Days after resolution of the dispute between the Parties.

For the avoidance of doubt, Service Condition 36.47 (Set Off) shall apply.

The Provider will maintain complete and accurate records of, and supporting
documentation for, all amounts which may be chargeable to the Commissioner pursuant
to this Contract. Such records shall be retained for inspection by the Commissioner for 6
years from the end of the Contract Year to which the records relate.
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SCHEDULE 3 — PAYMENT

D. Expected Annual Contract Values

Not Applicable
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SCHEDULE 3 — PAYMENT

E. Timing and Amounts of Payments in First and/or Final Contract
Year

Not Applicable
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SCHEDULE 3 - PAYMENT
F. CQUIN

Not Applicable
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SCHEDULE 4 - LOCAL QUALITY REQUIREMENTS

Part 1
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Quality Requirement

Method of Measurement and Thresholds

Consequence of Breach

Period over
which the
Requirement is
to be achieved

KPI 1 Component: Data

Quality

The Provider shall comply
with the reporting
requirements set out in the
Data Output Specification
detailed in Annex 2 of
Schedule 6A. This includes
the monthly reporting of
particulars related to Service
Users’ attendance on the
programme. This is to be
done to the level of detail,
format and quality prescribed
in the “Data Output
Specifications” document and
the “Data Format
Specification” document.
These are set out in Annexes
2 and 3, respectively, of
Schedule 6A and are together
referred to, in this Schedule
4C, as the "Data
Specifications”.

KPI 1a: The proportion of Service User data records at referral that are | As set out in Part 2 of this | Monthly
recorded in line with the Data Specifications. Schedule 4

e 100% - “Target” (Local Quality Requirements)

e Between 95% and 99.9% “Mid Threshold”

o <95% - “Lower Threshold”
KPI 1b: The proportion of Service Users' data records at Individual | As set out in Part 2 of this | Monthly
Assessment that are recorded in line with the ‘Outcome’ fields in the | Schedule 4
Data Specifications. (Local Quality Requirements)

e 100% - “Target”

e Between 95% and 99.9% “Mid Threshold”

o <95% - “Lower Threshold”
KPI 1c: The proportion of Service Users' data records at Individual | As set out in Part 2 of this | Monthly
Assessment that are recorded in line with the ‘Demographic’ fields in the | Schedule 4
Data Specifications. (Local Quality Requirements)

e 100% - “Target”

e Between 95% - and 99.9% “Mid Threshold”

o <95% - “Lower Threshold”
KPI 1d: The proportion of Service Users' data records at Individual | As set out in Part 2 of this | Monthly

Assessment that are recorded in line with the ‘Administration’ fields in
the Data Specifications.

e 100% - “Target”

e Between 95% -and 99.9% “Mid Threshold”

o <95% - “Lower Threshold”

Schedule 4
(Local Quality Requirements)
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KPI 1e: The proportion of Service Users' weight fields that are recorded
in line with the Data Specifications.

e 100% - “Target”

e Between 95% -and 99.9% “Mid Threshold”

o <95% - “Lower Threshold”

For Service Users on the Face-to-Face Delivery Model weight
measurements are recorded for each session. For Service Users on the
Digital Delivery Model, weight measurement requirements are set out in
Schedule 3C.

As set out in Part 2 of this
Schedule 4
(Local Quality Requirements)

Monthly
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KPI 2 Component: | KPI 2: The proportion of Service Users starting the first episode of | As set out in Part 2 of this | Monthly
Eligibility engagement of the TDR Phase that meet the eligibility criteria at referral | Schedule 4

as defined in Schedule 2A (Service Specification) (Local Quality Requirements)

e 100% - “Target”

KPI 3 Component: Uptake KPI 3a: The proportion of eligible Service Users who have attended the | As set out in Part 2 of this | Quarterly
The Provider will be required | Individual Assessment (where 3 months has elapsed since the date of | Schedule 4
to report on the KPIs | referral). (Local Quality Requirements)
requirements listed under this
component allowing sufficient o 2>85% - “Target”
time for Service Users to have e Between 75% - 84.9% - “Mid Threshold”
attended the specified e <75% - “Lower Threshold”
number of sessions.
Provider performance against | Kp| 3b: The proportion of eligible Service Users who have commenced | As set out in Part 2 of this | Quarterly

KPI 3 and KPI 4 will be
reviewed as part of the
Quarterly Contract Review
Meetings.

TDR through either the Face-to-Face Delivery Model or the Digital
Delivery Model and have attended the first TDR session or participated
in the first episode of engagement (where 3 months has elapsed since
the date of referral).

o 2>80% - “Target”
e Between 70% - 79.9% - “Mid Threshold”
e <70% - “Lower Threshold”

Schedule 4
(Local Quality Requirements)
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KPI 4 Component: Efficacy

KPI 4a: The percentage of Service Users on the Face-to-Face Delivery | As set out in Part 2 of this | Quarterly
Model for whom: Schedule 4
o sufficient time has elapsed to have been on the programme for | (Local Quality Requirements)
3 months,
who have lost 10% of their baseline weight by the time the Service User
passes the 3-month mark on the programme.
e >55% have lost 10% of weight compared with the baseline
weight recorded- “Target”
o Between 50% - 54.9% have lost 10% of weight compared with
the baseline weight recorded - “Mid Threshold”
e <49.9% have lost 10% of weight compared with the baseline
weight recorded- “Lower Threshold”
KPI 4b: The percentage of Service Users on the Digital Delivery Model | As set out in Part 2 of this | Quarterly

for whom:
o sufficient time has elapsed to have been on the programme for
3 months,
who have lost 10% of their baseline weight by the time the Service User
passes the 3-month mark on the programme.

o 255% have lost 10% of weight compared with the baseline
weight recorded- “Target”

o Between 50% - 54.9% have lost 10% of weight compared with
the baseline weight recorded - “Mid Threshold”

e <49.9% have lost 10% of weight compared with the baseline
weight recorded- “Lower Threshold”

Schedule 4
(Local Quality Requirements)
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KPI 4c: The percentage of Service Users on the Face-to-Face Delivery | As set out in Part 2 of this | Quarterly
Model for whom: Schedule 4
o sufficient time has elapsed to have been on the programme for | (Local Quality Requirements)
12 months,
who have lost 10% of their baseline weight by the time the Service User
passes the 12-month mark on the programme.
o 245% have lost 10% of weight compared with the baseline
weight recorded- “Target”
o Between 40% - 44.9% have lost 10% of weight compared with
the baseline weight recorded - “Mid Threshold”
e <39.9% have lost 10% of weight compared with the baseline
weight recorded- “Lower Threshold”
KPI 4d: The percentage of Service Users on the Digital Delivery Model | As set out in Part 2 of this | Quarterly

for whom:
o sufficient time has elapsed to have been on the programme for
12 months,
who have lost 10% of their baseline weight by the time the Service User
passes the 12 month mark on the programme.

o 245% have lost 10% of weight compared with the baseline
weight recorded- “Target”

o Between 40% - 44.9% have lost 10% of weight compared with
the baseline weight recorded - “Mid Threshold”

e <39.9% have lost 10% of weight compared with the baseline
weight recorded- “Lower Threshold”

Schedule 4
(Local Quality Requirements)
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KPI 5 Component: As set out in Part 2 of this | Quarterly
Milestone 2 Retention KPI 5a: For Service Users: Schedule 4
(Local Quality Requirements)
¢ who have fulfilled the Face-to-Face Achievement Criteria that
relate to Milestone 1; and
e for whom sufficient time has elapsed for the Face-to-Face
Achievement Criteria that relate to Milestone 2 to have been
fulfilled,
to have fulfilled the Face-to-Face Achievement Criteria that relate to
Milestone 2.
e 290% - “Target”
o Between 80% - 89.9% - “Mid Threshold”
e <80% - “Lower Threshold”
As set out in Part 2 of this | Quarterly

KPI 5b: For Service Users:

¢ who have fulfilled the Digital Achievement Criteria that relate to
Milestone 1; and

o for whom sufficient time has elapsed for the Digital
Achievement Criteria that relate to Milestone 2 to have been
fulfilled,

to have fulfilled the Digital Achievement Criteria that relate to Milestone
2.

o 290% - “Target”
e Between 80% - 89.9% - “Mid Threshold”
e <80% - “Lower Threshold”

Schedule 4
(Local Quality Requirements)
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KPI 6 Component:
Milestone 3 Retention

As set out in Part 2 of this | Quarterly
KPI 6a: For Service Users: Schedule 4
(Local Quality Requirements)
¢ who have fulfilled the Face-to-Face Achievement Criteria that
relate to Milestone 1; and
e for whom sufficient time has elapsed for the Face-to-Face
Achievement Criteria that relate to Milestone 3 to have been
fulfilled,
to have fulfilled the Face-to-Face Achievement Criteria that relate to
Milestone 3.
o =60% - “Target”
o Between 50% - 59.9% - “Mid Threshold”
e <50% - “Lower Threshold”
As set out in Part 2 of this | Quarterly

KPI 6b: For Service Users:

¢ who have fulfilled the Digital Achievement Criteria that relate to
Milestone 1; and

e for whom sufficient time has elapsed for the Digital
Achievement Criteria that relate to Milestone 3 to have been
fulfilled,

to have fulfilled the Digital Achievement Criteria that relate to Milestone
3.

o 260% - “Target”
e Between 50% - 59.9% - “Mid Threshold”
e <50% - “Lower Threshold”

Schedule 4
(Local Quality Requirements)
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Discharge

User's GP and the Service User within 10 Operational Days once the
discharge criteria has been met.

e 100% - “Target”
e Between 95% - 99.9% - “Mid Threshold”
e <95% - “Lower Threshold”

Schedule 4
(Local Quality Requirements)

KPI 7 Component: | KPI 7a: Eligible referrals have a valid data entry, and are not recorded | As set out in Part 2 of this | Monthly
Demographic Data at | as “not stated” (i.e. [999]) for the following fields: Schedule 4
referral e Sex (Local Quality Requirements)
o Ethnicity
e 95% - “Target”
KPI 7b: Eligible referrals have a valid data entry i.e. an actual weight or | As set out in Part 2 of this | Monthly
height and not a “not stated” or “unknown” entry for the following fields: | Schedule 4
e Height (Local Quality Requirements)
o Weight
e Blood Glucose
e Blood Pressure (where applicable)
e 100% - “Target”
KPI 8 Component: | KPI 8: That natification of discharge is communicated to the Service | As set out in Part 2 of this | Monthly
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KPI 9: Equality of access | KPI 9a: For individuals from Black, Asian and other ethnic groups | As set out in Part 2 of this | Quarterly
commencing the | referred to the Face-to-Face Delivery Model the uptake proportions | Schedule 4
programme (Milestone 1) are in line with the proportions commencing the service | (Local Quality Requirements)
regardless of ethnicity:
e 100% - “Target”
o Between 95% - 99.9% - “Mid Threshold”
o <95% - “Lower Threshold”
KPI 9b: For individuals from Black, Asian and other ethnic groups
referred to the Digital Delivery Model the uptake proportions (Milestone
1) are in line with the proportions commencing the service regardless of
ethnicity:
e 100% - “Target”
o Between 95% - 99.9% - “Mid Threshold”
e <95% - “Lower Threshold”
KPI 9c: For individuals from the most deprived quintile referred to the | As set out in Part 2 of this | Quarterly

Face-to-Face Delivery Model the uptake proportions (Milestone 1) are in
line with the proportions commencing the service regardless of
deprivation:

e 100% - “Target”
e Between 95% - 99.9% - “Mid Threshold”
e <95% - “Lower Threshold”

KPI 9d: For individuals from the most deprived quintile referred to the
Digital Delivery Model the uptake proportions (Milestone 1) are in line
with the proportions commencing the service regardless of deprivation:

e 100% - “Target”
e Between 95% - 99.9% - “Mid Threshold”
e <95% - “Lower Threshold”

Schedule 4
(Local Quality Requirements)
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KPI 10: Equality of retention | KPI 10a: For individuals from Black, Asian and other ethnic groups | As set out in Part 2 of this | Quarterly
on the TDR phase referred to the Face-to-Face Delivery Model the retention proportions at | Schedule 4
Milestone 2 are in line with the proportions retained to Milestone 2 | (Local Quality Requirements)
regardless of ethnicity:
e 100% - “Target”
o Between 95% - 99.9% - “Mid Threshold”
o <95% - “Lower Threshold”
KPI 10b: For individuals from Black, Asian and other ethnic groups
referred to the Digital Delivery Model the retention proportions at
Milestone 2 are in line with the proportions retained to Milestone 2
regardless of ethnicity:
e 100% - “Target”
o Between 95% - 99.9% - “Mid Threshold”
o <95% - “Lower Threshold”
KPI 10c: For individuals from the most deprived quintile referred to the | As set out in Part 2 of this | Quarterly

Face-to-Face Delivery Model the retention proportions at Milestone 2
are in line with the proportions retained to Milestone 2 regardless of
deprivation:

e 100% - “Target”
e Between 95% - 99.9% - “Mid Threshold”
e <95% - “Lower Threshold”

KPI 10d: For individuals from the most deprived quintile referred to the
Digital Delivery Model the retention proportions at Milestone 2 are in line
with the proportions retained to Milestone 2 regardless of deprivation:

e 100% - “Target”
e Between 95% - 99.9% - “Mid Threshold”
e <95% - “Lower Threshold”

Schedule 4
(Local Quality Requirements)
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KPI 11: Equality of retention | KPI 11a: For individuals from Black, Asian and other ethnic groups | As set out in Part 2 of this | Quarterly
to end of programme referred to the Face-to-Face Delivery Model the retention proportions at | Schedule 4
Milestone 3 are in line with the proportions retained to Milestone 3 | (Local Quality Requirements)
regardless of ethnicity:
e 100% - “Target”
o Between 95% - 99.9% - “Mid Threshold”
o <95% - “Lower Threshold”
KPI 11b: For individuals from Black, Asian and other ethnic groups
referred to the Digital Delivery Model the retention proportions at
Milestone 3 are in line with the proportions retained to Milestone 3
regardless of ethnicity:
e 100% - “Target”
o Between 95% - 99.9% - “Mid Threshold”
o <95% - “Lower Threshold”
KPI 11c: For individuals from the most deprived quintile referred to the | As set out in Part 2 of this | Quarterly

Face-to-Face Delivery Model the retention proportions at Milestone 3
are in line with the proportions retained to Milestone 3 regardless of
deprivation:

e 100% - “Target”
e Between 95% - 99.9% - “Mid Threshold”
e <95% - “Lower Threshold”

KPI 11d: For individuals from the most deprived quintile referred to the
Digital Delivery Model the retention proportions at Milestone 3 are in line
with the proportions retained to Milestone 3 regardless of deprivation:

e 100% - “Target”
e Between 95% - 99.9% - “Mid Threshold”
e <95% - “Lower Threshold”

Schedule 4
(Local Quality Requirements)
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Part 2
1. In Part 2 of this Schedule 4 (Local Quality Requirements) the following definitions are used:
“KPls” means the KPIs set out in the table in Part 1 of this Schedule 4 (Local Quality Requirements), which are also known as the
Local Quality Requirements;
“KPI Periods” means the periods within which the Provider’s performance against each KPI is to be measured, as set out in in the column

“Lower Threshold”

“Mid Threshold”

headed “Period over which the Requirement is to be achieved” in the table in Part 1 of this Schedule 4 (Local Quality
Requirements);

means the Lower Threshold applicable to a KPI, as set out in Part 1 of this Schedule 4 (Local Quality Requirements) and, to
avoid doubt, is considered a threshold for the purpose of Service Condition 3.1.2;

means the Mid Threshold applicable to a KPI, as set out in Part 1 of this Schedule 4 (Local Quality Requirements) and, to avoid
doubt, is considered a threshold for the purpose of Service Condition 3.1.2;

“Target” means the Target applicable to each of the KPlIs, as set out in Part 1 of this Schedule 4 (Local Quality Requirements) and, to
avoid doubt, the Targets are considered thresholds for the purpose of Service Condition 3.1.2; and
2. If the Provider fails to meet or exceed the Lower Threshold applicable to any of the KPIs for the relevant KPI Period, the Commissioner reserves the

right, by notice to the Provider to require that the Provider submits, within 10 Operational Days of the notice, a remedial action plan to the Commissioner
that sets out the actions that the Provider will take prior to the end of the next KPI Period applicable to the relevant KPI to remedy the failure to meet or
exceed the target in relation to that KPI.

3. If the Provider exceeds the Lower Threshold applicable to any of the KPIs but fails to meet or exceed the Target applicable to that KPI for the relevant
KPI Period, the Commissioner reserves the right, by notice to the Provider:

3.1. to issue a Contract Performance Notice to the Provider in accordance with GC 9.4 (Contract Management): or

3.2. to require that the Provider submits, within 10 Operational Days of the notice, a remedial action plan to the Commissioner that sets out the actions
that the Provider will take prior to the end of the next KPI Period applicable to the relevant KPI to remedy the failure to meet or exceed the Target
in relation to that KPI.
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Where the Provider does not provide a remedial action plan to the Commissioner within the relevant timescale in accordance with paragraphs 2 and/or
3.2 of Part 2 of this Schedule 4 (Local Quality Requirements), the Commissioner may, by notice to the Provider, immediately and permanently retain up
to 1% of the Actual Monthly Value applicable to the relevant KPI Period, where the relevant KPI Period is monthly, or up to 1% of the Actual Quarterly
Value applicable to the relevant KPI Period, where the relevant KPI Period is Quarterly.

Where the Provider has provided a remedial action plan to the Commissioner within the relevant timescale in accordance with paragraphs 2 and 3.2 of
Part 2 of this Schedule 4 (Local Quality Requirements), then if the Provider:

51. fails to meet or exceed the Target applicable to that KPI for the next KPI Period applicable to that KPI, the Commissioner may, by notice to the
Provider, immediately and permanently retain up to 1% of the Actual Monthly Value applicable to the relevant KPI Period, where the relevant KPI
Period is monthly, or up to 1% of the Actual Quarterly Value applicable to the relevant KPI Period, where the relevant KPI Period is Quarterly,
and issue a Contract Performance Notice to the Provider; or

5.2. meets or exceeds the Target applicable to that KPI for the next KPI Period applicable to that KPI, the Commissioner will confirm that the remedial
action plan has been achieved.

For the avoidance of doubt, nothing in paragraphs 4 or 5 of Part 2 of this Schedule 4 (Local Quality Requirements) will prevent the Commissioner from
retaining any further sums in relation to the next (or any subsequent) KPI Period for the relevant KPI in accordance with paragraphs 2 or 3 of Part 2 of
this Schedule 4 (Local Quality Requirements), subject to paragraph 7 of Part 2 of this Schedule 4 (Local Quality Requirements).

The Commissioner will not retain more than 10% of the Actual Monthly Value applicable to any individual month pursuant to Part 2 of this Schedule 4
(Local Quality Requirements).

Without prejudice to any other rights or remedies that may be available to the Commissioner under Part 2 of this Schedule 4 (Local Quality Requirements),
if for any KPI Period the Provider fails to meet or exceed any Target in relation to any KPI that does not have a Mid Threshold figure and a Lower
Threshold figure), the Commissioner will be entitled to issue a Contract Performance Notice to the Provider in accordance with GC9.4 (Contract
Management).

The parties acknowledge and agree that for the purposes of GC17.10.4 the Provider will be deemed to be in persistent or repetitive breach of the Quality
Requirements if, in the Commissioner’s reasonable opinion, the Provider has repeatedly failed to meet or exceed the Targets applicable to any of the
KPls in such a manner as to reasonably justify the Commissioner’s opinion that the Provider’s conduct is inconsistent with it having the intention or ability
to meet or exceed the relevant requirements over a reasonable period of the remaining Contract Term.
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SCHEDULE 5 - GOVERNANCE

A. Documents Relied On

Not applicable
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SCHEDULE 5 - GOVERNANCE

Provider’s Material Sub-Contracts

Sub-Contractor
[Name]

[Registered Office]
[Company number]

Service Description

Start date/expiry date

Processing Personal Data
—Yes/No

If the Sub-Contractor is
processing Personal Data,
state whether the Sub-
Contractor is a Data
Processor OR a Data
Controller OR a joint Data
Controller

Name: Nualtra Limited
Registered office: Roselawn
Suite 1, Roselawn House,
National Technology Park,
Limerick, Ireland

Company number: 516122

Total Diet Replacement
(TDR) provider

Start date: As per contract
commencement date
Expiry date: For the lifetime
of the contract

Processing personal data:
Yes

Sub-Contractor processing
personal data: Yes
Sub-Contractor Data
processor: Yes Sub-
Contractor Data controller:
No

Sub-Contractor joint data
controller: No

Name: Habitual Health Ltd
Registered office: 124 City
Road, London,

England, EC1V 2NX
Company number:
12193474

Total Diet Replacement
(TDR) provider

Start date: As per contract
commencement date

Expiry date: For the lifetime
of the contract

Processing personal data:
Yes

Sub-Contractor processing
personal data: Yes
Sub-Contractor Data
processor: Yes Sub-
Contractor Data controller:
No

Sub-Contractor joint data
controller: No
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SCHEDULE 5 - GOVERNANCE

C. Commissioner Roles and Responsibilities

Not Applicable
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SCHEDULE 6 — CONTRACT MANAGEMENT, REPORTING AND INFORMATION REQUIREMENTS

A. Reporting Requirements

Reporting Period

Format of Report

Timing and Method for

delivery of Report

Service
category

National Requirements Reported Centrally

1. As specified in the Schedule of Approved
Collections published at
hitps://digital.nhs.uk/isce/publication/nhs-standard-
contract-approved-collections
where mandated for and as applicable to the
Provider and the Services

As set out in relevant
Guidance

As set out in relevant
Guidance

As set out in relevant
Guidance

All

1a.  Without prejudice to 1 above, daily submissions of
timely Emergency Care Data Sets, in accordance
with DAPB0092-2062 and with detailed
requirements published at
hitps://digital.nhs.uk/data-and-information/data-
collections-and-data-sets/data-sets/emergency-
care-data-set-ecds/ecds-latest-update

As set out in relevant
Guidance

As set out in relevant
Guidance

Daily

A+E, U

2. Patient Reported Outcome Measures (PROMS)
https://digital.nhs.uk/data-and-information/data-
tools-and-services/data-services/patient-reported-
outcome-measures-proms

As set out in relevant
Guidance

As set out in relevant
Guidance

As set out in relevant
Guidance

All

National Requirements Reported Locally

1a. Activity and Finance Report

Monthly

In the format specified
in the relevant
Information Standards
Notice (DCB2050)

[For local agreement]

A, MH

1b. Activity and Finance Report

Monthly

[For local agreement]

[For local agreement]

All except A,
MH

2. Service Quality Performance Report, detailing
performance against National Quality
Requirements, Local Quality Requirements and
the duty of candour, including, without limitation:

a. details of any thresholds that have been
breached and breaches in respect of the
duty of candour that have occurred;

b. details of all requirements satisfied;

Monthly

[For local agreement]

Within 15 Operational
Days of the end of the

month to which it relates

All

All
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and/or other services directly commissioned by
NHS England (or commissioned by an ICB,
where NHS England has delegated the function
of commissioning those services), specific reports
as set out at

https://www.england.nhs.uk/nhs-standard-

https://www.england.nhs.

https://www.england.nh

hitps://www.england.nh

uk/nhs-standard-
contract/dc-reportina/

s.uk/nhs-standard-
contract/dc-reporting/

s.uk/nhs-standard-
contract/dc-reporting/

Reporting Period Format of Report Timing and Method for | Service
delivery of Report category
c. details of, and reasons for, any failure to All
meet requirements
3. Where CQUIN applies, CQUIN Performance [For local agreement] [For local agreement] [For local agreement] All
Report and details of progress towards satisfying
any CQUIN Indicators, including details of all
CQUIN Indicators satisfied or not satisfied
4. Complaints monitoring report, setting out [For local agreement] [For local agreement] [For local agreement] All
numbers of complaints received and including
analysis of key themes in content of complaints
5. Report against performance of Service In accordance with In accordance with In accordance with All
Development and Improvement Plan (SDIP) relevant SDIP relevant SDIP relevant SDIP
6. Summary report setting out relevant information Monthly [For local agreement] [For local agreement] All
on Patient Safety Incidents and the progress of
and outcomes from Patient Safety Investigations,
as agreed with the Co-ordinating Commissioner
7. Data Quality Improvement Plan: report of In accordance with In accordance with In accordance with All
progress against milestones relevant DQIP relevant DQIP relevant DQIP
8. Report on outcome of reviews and evaluations in | Annually (or more [For local agreement] [For local agreement] All
relation to Staff numbers and skill mix in frequently if and as
accordance with GC5.2 (Staff) required by the Co-
ordinating Commissioner
from time to time)
9. Report on its performance against the National Annually [For local agreement] By 31 October in each All
Workforce Race Equality Standard and action Contract Year;
plan setting out the steps the Provider will take to submission to Co-
improve performance ordinating
Commissioner
10. (If the Provider is an NHS Trust or an NHS Annually [For local agreement] By 31 October in each All
Foundation Trust) report on its performance Contract Year;
against the National Workforce Disability Equality submission to Co-
Standard and action plan setting out the steps the ordinating
Provider will take to improve performance Commissioner
11. Where the Services include Specialised Services | As set out at As set out at As set out at All
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accordance with SC18.2 (NHS Trust/FT only)

Reporting Period Format of Report Timing and Method for | Service
delivery of Report category
contract/dc-reportina/
(where not otherwise required to be submitted as
a national requirement reported centrally or
locally)
12. Report on progress against Green Plan in Annually [For local agreement] [For local agreement] All

Local Requirements Reported Locally

13. Data Output Specification

Data to be collected on an
ongoing basis in line with
the timing set out in the
"Data Format
Specification" document
in Annex 3 of this

The format of the report
is as set out in the
"Data Output
Specifications"
document in Annex 2 of
this Schedule 6A.

To be submitted
electronically to the
Contract management
provider as appointed
and advised by the
Commissioner using the

provided by the
Commissioner or the
Commissioner
Representative — this
will include as a
minimum:
e Numbers waiting
for course starts
(by month of
receipt of referral)
* Reasons for wait

Schedule 6A. templates provided
The data must be within 10 Operational
inputted into the report | Days of the end of the
format above in month to which it
accordance with the relates.
codes set out in the
"Data Format
Specification”
document in Annex 3 of
this Schedule 6A.

14. Waiting Times Report Monthly Reporting template as | To be submitted

electronically to the
Contract management
provider as appointed
and advised by the
Commissioner using the
templates provided
within 10 Operational
Days of the end of the
month to which it
relates.
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Reporting Period

Format of Report

Timing and Method for
delivery of Report

Service
category

and and/or non-
attendance to date

17. Operational & Service Delivery Reports — for local
contract areas

provided by the
Commissioner
Representative — this
will include, as a
minimum:

15. Capacity Planning Report Monthly Reporting template as | To be submitted
provided by the electronically to the
Commissioner or the Contract management
Commissioner provider as appointed
Representative — this and advised by the
will include as a Commissioner using the
minimum: templates provided
o Expected referrals within 10 Operational
Days of the end of the
per month month to which it
¢ Number of Service relates.
Users waiting for
course starts
¢ Planned number of
courses
. Quarterly Reporting template as | To be submitted
16. Service User Surveys Report provided by electronically to the
Commissioner or the Contract management
Commissioner provider as appointed
Representative and advised by the
Commissioner using the
templates provided in
advance of the
Quarterly Review
meeting and within 10
Operational Days of the
beginning of the month
in which that review
meeting falls
Monthly Reporting template as | To be submitted

electronically to the lead
local health economy
representative as
detailed in a notification
by the Commissioner to
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Reporting Period

Format of Report

Timing and Method for
delivery of Report

Service
category

Number of referrals
received (accepted
& rejected)

Number of
attendees at first
session (group face
to face
only)Number of
courses course
starts_booked in
next 3 months

Number of
individuals
declining the
Service

Waiting times for
course starts

the Provider
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SCHEDULE 6 — CONTRACT MANAGEMENT, REPORTING AND INFORMATION REQUIREMENTS

A Reporting Requirements
Annex 1 — Service Quality Performance Report

The Parties acknowledge that the headings and tables below are the tab headings and the tables set out in the Service Quality Performance Report
spreadsheet provided to the Provider.

Submission details
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Duty of Candour Report
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Never Events Report
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Adverse Events Report

Complaints Report

155 | Particulars (Full Length)



NHS Standard Contract 2023/24

Incidents Report

National Workforce Race Equality Standard Report
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Equality and Health Inequality Impact Assessment
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Equality and Inequality Impact Assessment Action Plan

158 | Particulars (Full Length)



NHS Standard Contract 2023/24

159 | Particulars (Full Length)



NHS Standard Contract 2023/24

TDR Product and Equipment Suppliers
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SCHEDULE 6 — CONTRACT MANAGEMENT, REPORTING AND INFORMATION REQUIREMENTS
A Reporting Requirements

Annex 2 — Data Output Specification

The Parties acknowledge that the headings and tables below are the tab headings and the tables set out in the Data Output Specification
spreadsheet provided to the Provider.

Referrals
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Contacts

Health Incidents
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SCHEDULE 6 — CONTRACT MANAGEMENT, REPORTING AND INFORMATION REQUIREMENTS

A  Reporting Requirements

Annex 3 — Data Format Specification

The Parties acknowledge that the headings and wording/tables below are the tab headings and the wording/tables set out in the Data Format
Specification spreadsheet provided to the Provider.

Low Calorie Diet Minimum Data Set Guidance
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MDS Referrals
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MDS Contacts
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MDS Health Incidents
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Pathway Summary
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Digital Engagement Periods
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SCHEDULE 6 — CONTRACT MANAGEMENT, REPORTING AND
INFORMATION REQUIREMENTS

B. Data Quality Improvement Plans

Data Quality Indicator

Data Quality Threshold

Method of Measurement

Milestone Date
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SCHEDULE 6 — CONTRACT MANAGEMENT, REPORTING AND

C.

INFORMATION REQUIREMENTS

Service Development and Improvement Plans

Milestones

Timescales

Expected Benefit

200 | Particulars (Full Length)




NHS Standard Contract 2023/24

SCHEDULE 6 — CONTRACT MANAGEMENT, REPORTING AND
INFORMATION REQUIREMENTS

D. Surveys
Type of Survey Frequency Method of Reporting | Method of Publication
Friends and Family Test (where | As required by FFT | As required by FFT As required by FFT

required in accordance with FFT | Guidance Guidance Guidance
Guidance)
National Quarterly Pulse Survey | As required by As required by NQPS | As required by NQPS

(NQPS) (if the Provider is an
NHS Trust or an NHS
Foundation Trust)

NQPS Guidance

Guidance

Guidance

Staff Survey (appropriate NHS
staff surveys where required by
Staff Survey Guidance) - the
Parties agree that the nationally
used NHS staff surveys are not
required to be carried out by the
Provider as it is not required by
the Staff Survey Guidance.
Notwithstanding this, the Parties
agree that the Commissioner will
instruct the Provider of the
matters to be covered in a Staff
Survey, the frequency and
method of reporting and/or
publication from time to time
during the Term and the
Provider agrees to carry out the
Staff Survey in accordance with
those instructions

As required by The
Commissioner

As required by The
Commissioner

As required by The
Commissioner
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SCHEDULE 6 — CONTRACT MANAGEMENT, REPORTING AND
INFORMATION REQUIREMENTS

E. Data Processing Services

Not applicable
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SCHEDULE 7 — PENSIONS

Not Applicable
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