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Background The NHS Constitution (NHS Choices, 2013) establishes the principles of a 

suitable and safe environment.  

Obtaining approval and support for investment business cases is important 

for foundation trusts in financial distress and all NHS trusts, seeking to 

improve the quality and sustainability of their services through acquiring, 

building or upgrading their physical assets/infrastructure, as these 

contribute to, and are sometimes fundamental to, patient-centred care and 

a positive patient experience. 

Capital developments can be complex, requiring excellent leadership, effective 

programme management, partnerships, close collaborative working, and 

extensive and comprehensive engagement with clinicians and all key 

stakeholders. 

The clinical quality review of capital business cases should therefore be 

undertaken using a consistent and collaborative approach to ensure the 

delivery of high quality, sustainable services. 

NHS Improvement is responsible for overseeing foundation trusts, NHS trusts 

and independent providers. NHS Improvement offers the support these 

providers need to give patients consistently safe, high quality, compassionate 

care within local health systems that are financially sustainable. By holding 

providers to account and, where necessary, intervening, NHS Improvement 

helps the NHS to meet its short-term challenges and secure its future. The 

clinical quality review of capital business cases supports NHS trusts and 

foundation trusts (trusts) to deliver this ambition. 

 

Purpose The clinical quality business case checklist (see Table 1 below) provides a 

patient-centred clinical quality review framework (see Figure 1 below) to 

facilitate the review of capital business cases from a clinical quality, workforce, 

patient safety and patient experience perspective, and to support engagement 

with key stakeholders for the benefit of patients, the public and the wider health 

community. 

It ensures that the scheme estates plans are appropriately clinically informed 

and meet national best practice guidance and standards.  

To support the business case review process, recognising that the clinical 

quality business case checklist is not exhaustive. 

This framework has been developed so that it that can be used across NHS 

Improvement quality teams, helping ensure consistent and robust approaches 

to capital business case clinical quality reviews 
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Approach When assessing investment proposals, NHS Improvement will consider 

whether they are consistent with the trust’s clinical strategy, and ensure that 

they clearly demonstrate a high level of engagement with the organisation’s 

clinical staff and the wider health economy where applicable. Capital schemes 

can substantially improve the way patient care is delivered; however, 

developments can be complex and for this reason effective clinical leadership 

and stakeholder engagement are key to successful delivery and realising 

benefits. Clinical staff and teams have a significant contribution to make, and a 

consistent and collaborative approach to clinical quality review of capital 

business cases is therefore necessary as part of the wider holistic evaluation of 

capital investment proposals. 

To support the delivery of capital business case review timelines and 

governance arrangements in foundation trusts in financial distress and NHS 

trusts. 

Document assurance guidance matrix (Table 2). This describes the sources of 

assurance for each key quality review section; that is:  Used by regulator for 

standards assurance; contributes to increasing compliance;  provides 

formal assurance. 

 

Key factors 

to consider 

The clinical quality business case checklist (see Table 1 below) provides a 

patient-centred clinical quality review framework (see Figure 1 below) to 

facilitate the review of capital business cases from a clinical quality, workforce, 

patient safety and patient experience perspective, and to support engagement 

with key stakeholders for the benefit of patients, the public and the wider health 

community. 

It ensures that the scheme estates plans are appropriately clinically informed 

and meet national best practice guidance and standards.  

To support the business case review process, recognising that the clinical 

quality business case checklist is not exhaustive. 

This framework has been developed so that it that can be used across NHS 

Improvement quality teams, helping ensure consistent and robust approaches 

to capital business case clinical quality reviews. 
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Figure 1: Clinical quality review framework 
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Table 1 Clinical quality business case checklist guidance 

Quality case Guidance notes: foundation trusts in financial distress and all NHS trusts 

Clinical strategy and commissioning intentions  

Alignment of the scheme to clinical strategy and 

commissioning intentions 

 The trust board has an approved clinical strategy 

informed by national service quality reviews 

 For the purposes of sustainability the capital 

scheme proposal is aligned with commissioning 

intentions 

 The capital scheme proposal is aligned with the 

delivery of the clinical strategy 

 The impact of the capital scheme proposal on 

existing service configuration has been assessed 

and the proposed changes are aligned with the 

delivery of the clinical strategy and commissioning 

intentions 

 For service reconfiguration, the proposal satisfies the 
four tests in NHS England’s guidance Planning, 
assuring and delivering service change for patients 

 Does the NHS organisation have a trust board-approved strategy to demonstrate 

that the clinical strategy has been informed by patients and clinicians? 

 Describe how the scheme will support the delivery of the clinical strategy 

 Describe the impact of the capital scheme proposal on the existing configuration 

of services and how the proposed changes/configuration align(s) with the clinical 

strategy 

 The business case must show how the proposal will contribute to the delivery of 

the vision, aims and objectives of the clinical strategy, and provide assurance that 

the proposal aligns with the commissioning intentions 

 The NHS England guidance Planning, assuring and delivering service change for 

patients published in November 2015 is a good practice guide for anyone involved 

in service change or reconfiguration proposals, including providers. The guidance 

sets out the required assurance process commissioners should follow when 

service reconfigurations are being considered 

Design and building  

Model of care 

 The model of care and service philosophy 

 (See also Outcome 10, CQC requirements for 

design and layout) 

 Describe the building’s purpose in detail, with particular attention to patient, staff 

and visitor needs, including suitability of design and layout to proposed scheme 

 Provide evidence that consideration has been given to future-proofing the 

investment/facility/capacity/capability 

https://www.england.nhs.uk/wp-content/uploads/2015/10/plan-ass-deliv-serv-chge.pdf
https://www.england.nhs.uk/wp-content/uploads/2015/10/plan-ass-deliv-serv-chge.pdf
http://www.cqc.org.uk/content/regulations-service-providers-and-managers
http://www.cqc.org.uk/content/regulations-service-providers-and-managers
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Quality case Guidance notes: foundation trusts in financial distress and all NHS trusts 

Patient need 

 Will the design meet patient need? eg acuity 

appropriate, patients experiencing mental 

impairments 

 For cases that involve medicines optimisation or pharmacy services: provide 

evidence of a medicines optimisation strategy linked to the overall clinical 

strategy. Consider involvement of the medicines optimisation lead if the capital 

scheme includes refurbishment/rebuild of aseptic dispensing laboratory; 

modification of pharmacy estate to accommodate the requirements of a wholesale 

dealing licence or installation or upgrade of dispensing facilities 

 How has the trust managed ongoing engagement with patients and frontline staff 

in designing the model of care and the environment(s) in which it will be 

delivered? 

Privacy and dignity 

 The importance of privacy and dignity for 

individuals; eg has an analysis been undertaken of 

bed spaces, facilities, mixed sex? Has a privacy and 

dignity audit been undertaken? 

 Describe how the design of the building can enable service to be well integrated – 

integration of clinical, therapeutic, complex diagnostic and other activities, so 

patients perceive a unified and seamless service 

 Information technology: describe how information sharing is undertaken as 

efficiently as possible and in a patient-focused manner 

 Include clinical information, diagnostics and monitoring, eg VITAL Pac, telemetry, 

etc 

Workflows and logistics Healthcare processes 

 Describe how departmental workflows/patient pathways promote efficiency 

Logistics 

 Describe the consideration given to movement of people, clinical departmental 

adjacencies and interdependencies, distribution of supplies, storage and waste 

disposal 

Adaptability Adaptability  

 Describe how the building design addresses fluctuations in demand and acuity, 

and degree of adaptability, so it can be used flexibly, respond to change and be 

easily expanded 
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Quality case Guidance notes: foundation trusts in financial distress and all NHS trusts 

Security 

 CQC: Outcome 10 and HBN09-02 for maternity 

services. (See also Outcome 10 CQC requirements 

for security of the premises) 

 HBN23 (archived)  

 HBN00 

Patient services 

 Describe how appropriate clinical services security arrangements have been 

included, eg for maternity and paediatric services 

 Describe how patient monitoring and observations have been considered 

IT systems 

 System integration. 

 Impact on patient safety and quality  

 Clinician engagement  

 Clinical knowledge and use of the system 

 Realisation of clinical benefits 

 How does the IT system integrate with other systems for the purposes of patient 

quality and safety? 

 What was the outcome of the risk assessment and the impact on quality?  

 (Risk assessment to be overseen and process approved by a clinical leader in the 

service) 

 What are the residual risks to quality? 

 Can the risks be mitigated? 

 What evidence has been provided of clinician engagement in the process? 

 Do the clinicians know how to use the new IT system? 

 Has this been tested and what was the outcome? 

 What are the added clinical benefits of the new system? 

Access 

 Access arrangements for patients, staff and visitors, 

including fire exits and evacuation 

 Has the way-finding design been informed by patients, including those with 

disabilities? Signage needs to be based on whole user journey. 

 Describe and set out access requirement for: 

o vehicles, parking for visitors and staff 

o goods and disposal vehicle segregation 

o external way-finding and signposting 

http://www.cqc.org.uk/content/essential-standards


 
 

 8  
 

Quality case Guidance notes: foundation trusts in financial distress and all NHS trusts 

o pedestrian access 

Describe patient involvement and engagement 

 In the planning of access arrangements including arrangements for people with 

special needs.  

Accessibility – internal 

 Door widths into clinical spaces and clinical support spaces should generally allow 

for ambulant users, semi-ambulant users (including those using crutches, sticks 

and walking frames) and wheelchair users 

Accessibility – external 

 Suitability of pedestrian routes: for wheelchair users, people with physical or 

learning disabilities and impaired sight or hearing, reserved and marked parking 

for disabled people close to entrances to meet Disability Discrimination Act 

requirements 

Patient space standards 

 Clinical services adjacencies 

 Healthcare – best practice guidance on planning 

and design 

 Clinical and service space utilisation 

 Patient privacy, isolation and inclusivity 

 Describe the arrangements for public and entrance areas, children’s areas, 

storage, circulation requirements and social space. See HBN 00 series for 

common spaces 

 Space in facility – consider 24/7 use of space, eg consider night-time use, design 

to address nuisances, such as noise at night by installing noise-cancelling 

technology 

Adjacencies 

 Describe the adjacencies plan by providing an indication of the appropriate 

relationships between different functions 

 Privacy, isolation and inclusivity 
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Quality case Guidance notes: foundation trusts in financial distress and all NHS trusts 

Describe how the following have been incorporated into the proposal: 

 Confidentiality 

 Equality Act and diverse needs of patients (undertake an equality impact 

assessment and must be compliant) 

 Need for visual and acoustic privacy 

 Gender segregation (privacy and dignity) 

 Infection prevention and control including isolation rooms, bed spacing and en-

suite facilities 

 Decontamination arrangements 

Impact of derogation (estates derogations) on clinical 

care 

Derogations must be approved by the medical and 

nurse directors of the trust 

 Describe the impact of derogation on the scheme from a patent perspective 

 ‘Providing less than the specified (statutory, mandatory or evidence-based best 

practice) requirements’ 

 Derogation may be agreed to in certain circumstances (but not statutory ones) if 

the consequences are identified, mitigated and agreed to by the client 

 In a business case, all derogated standards must be identified and dealt with 

appropriately (the most common derogation in estates is reducing room size to 

less than the required m2). A quality impact assessment is required to ensure that 

the derogation does not adversely affect the quality of the patient/staff 

environment as this can lead to poor ergonomics and associated risk to users 

Impact of clinical adjacencies in the scheme design  What consideration has been given to the siting and configuration of key clinical 

adjacencies in the scheme design, eg diagnostics close to theatres? 

Accommodation  What consideration has been given to provision of carer and parent 

accommodation? 

 How effectively do the settings meet the needs of staff and patients, eg lack of 

storage space, spaces not being used for the purpose they were designed for, 

lack of bed space, lack of privacy, distance staff have to walk to deliver care?  



 
 

 10  
 

Quality case Guidance notes: foundation trusts in financial distress and all NHS trusts 

Patient-led assessment of the care environment 

(PLACE) scoring 

 PLACE assessments give patients and the public a 

voice in any discussion about local standards of 

care, in the drive to give them more influence over 

the way their local health and care services are run 

 Describe how the capital scheme proposal will improve the organisation’s PLACE 

score: eg how will the proposed scheme improve the care of patients with learning 

disabilities, mental health and long-term conditions. 

Leadership and stakeholder engagement  

Involvement 

Shaping developments 

High level of engagement with clinical staff 

 How have executive clinical leaders and frontline clinical and non-clinical staff and 

other stakeholders been involved in shaping proposals? 

 How does the trust intend to continue to involve stakeholders in shaping the 

development? 

 How does the investment proposal demonstrate a high level of engagement with 

clinical staff and the use of appropriate staff and patient feedback? 

Oversight, planning and oversight 

Patient involvement 

Design of care environment 

 Involvement for frontline staff and patients. 

Clinical experts 

 Involvement in shaping proposals 

 How have executive clinical leaders been involved in shaping proposals? 

 Is there evidence of involvement, oversight and sign-off from the trust’s executive 

clinical leaders at all stages of the scheme? 

 This should include oversight of planning for ensuring clinical quality business 

continuity during the decant and implementation phases of the scheme, eg 

emergency planning and major incident arrangements 

 Does the trust have the leadership resource and project capacity to deliver the 

investment programme within a realistic timeframe? 

 Does the trust have sufficient resources and arrangements in place for the decant 

arrangements, including business continuity? 

 How have patients, the public, staff and other stakeholders been involved in 

shaping proposals? 
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Quality case Guidance notes: foundation trusts in financial distress and all NHS trusts 

 What work has been done to ensure ongoing involvement of frontline staff and 

patients at all key decision points, and that the outputs from this work have an 

impact on design of care and environments? 

 How have clinical experts been involved in shaping proposals? 

Healthcare interface  

 Holistic view of the patient pathway – primary, 

community, secondary care and tertiary care 

 How has the interface between the NHS organisation and community partners 

been considered as part of the scheme, eg dementia pathways, trauma 

pathways? 

Patient experience and safety 

Enhancing the delivery of patient care and alignment to 

the trust’s quality and safety strategy 

 Is there a clear and credible approach to enhancing the delivery of patient care, 

quality and care outcomes and performance standards, and is this aligned with 

the trust’s quality and safety strategy? 

 How specifically will the scheme benefit patients – that is, improve patient 

experience as a consequence of the new build? 

 Are the quality, safety, productivity, affordability and value for money associated 

with the investment proposal robust, well thought through and described in the 

business case? 

Patient involvement  How does the trust intend to continue to involve people in shaping the 

development? 

 What tools/methods or approaches has the trust selected to ensure proposals will 

improve safety, clinical outcomes and patient experience?  

 Has national guidance on safe patient design been considered, eg National 

Patient Safety Agency (now part of NHS Improvement) guidance? 

Aiding recovery  Describe how the design of the building will aid therapeutic objectives and 

engender wellbeing and raise patients’ and visitors’ spirits 

 Has national guidance on healing environment, eg King’s Fund, been considered? 



 
 

 12  
 

Quality case Guidance notes: foundation trusts in financial distress and all NHS trusts 

Quality of the environment  

 Stress-reducing environment 

 Light and colour  

 Pleasant views for patients, staff and public areas 

 Sense of space and overcrowding avoidance 

 Describe how the design of the building will incorporate: 

o internal way-finding 

o approaches to aid therapeutic objectives, engender wellbeing and raise 

patients’ and visitors’ spirits 

Safe design  Consider safety in the design and flow of the building, eg low-level lighting and 

night lights to reduce falls at night, automatic lighting in bathrooms, intention to 

procure beds that support patient safety and staff wellbeing, etc 

Estates infection control   Consider how cleanliness will be optimised 

 Does the design ensure that there is appropriate/designated space for inpatient 

ward areas to allow optimum infection prevention and control precautions to be 

applied for clinical procedures, eg treatment rooms for catheter insertion or 

dressing changes? 

Medicines 

Ensure that cases are reviewed in light of HBN 00-03: 

Clinical and clinical support spaces 1 and HBN 14:01 

Pharmacy and radio pharmacy facilities, and relevant 

health technical memoranda, eg safe management of 

healthcare waste 

 Where the capital scheme involves pharmacy, ensure pharmacist involvement 

and that the senior pharmacist signs off plans 

 Consider involvement of the medicines optimisation lead if the capital scheme 

includes refurbishment/rebuild of aseptic dispensing laboratory; modification of 

pharmacy estate to accommodate requirements of wholesale dealing licence or 

installation or upgrade of dispensing facilities 

Carer facilities 

Facilities for carers for applicable schemes such as 

learning disability, mental health, long-term conditions, 

etc 

Consider carers’ requirements 

 

 Describe what facilities have been made available for carers for applicable 

schemes such as learning disability, mental health, long-term conditions, etc 
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Quality case Guidance notes: foundation trusts in financial distress and all NHS trusts 

Business continuity 

Business continuity during build period, eg access for 

staff, patients and the public, and the major incident 

policy and emergency planning arrangements 

 Describe arrangements for business continuity during build period, eg access for 

staff, patients and the public, and major incident policy and emergency planning 

Workforce 

National drivers for workforce 

 7-day services 

 Safer nursing care tool and NQB safer staffing tool, 

and NICE guidance 

 Technology advances and utilisation 

 Workforce – patient ratios ensuring the workforce 

has capacity and capability to meet patient needs 

 Francis report and government’s response, Hard 

truths 

 Lessons from the staff survey 

 Appraisal and pay progression – opportunity for 

improving workforce and rewarding success 

 Weekend workforce and mortality (review hotspots 

of mortality, consider workforce impact, eg 

weekend/night-time staffing) 

 Attraction and retention of staff in emergency 

medicine and other areas 

 

 

 How have national drivers for workforce been considered and incorporated in the 

proposal? 

 How does this link to the strategic workforce plan and to HEE’s commissioning of 

workforce? 

 Consider the inclusion of staff behaviours, attitudes and candour. 

 Recruit for values. 

 Six Cs in practice. 

 Will workforce require training, etc to work in the different service model? 

 Have medical and nursing schools been involved? 

 Integration of community staff. 

 Do commissioners support the model and any planned investment? 

 What is the impact on pre-existing interrelated systems (both internal and external 

to the organisation)? 

 What organisational development provision has been implemented to prepare 

staff for working in the new service: that is, training and development in new ways 

of working? 
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Quality case Guidance notes: foundation trusts in financial distress and all NHS trusts 

 Evidence of national benchmarking and use of 

workforce analytical tools to inform trust’s workforce 

review and modelling to meet current and future 

service delivery 

 Evidence of training and development in new ways 

of working 

 Publications, eg the Morecambe Bay Investigation 

report 

Sustainability   

Demand and capacity modelling 

 Demand and capacity modelling across the lifetime 

of the scheme 

 How have issues relating to the sustainability of the wider local health economy 

been addressed, and how does the proposed solution adequately assist the 

health economy in managing present and future issues? 

Learning and continuous improvement 

  How will the scheme’s effectiveness be evaluated and shared as lessons learnt 

for future scheme developments? 

 

  

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/408480/47487_MBI_Accessible_v0.1.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/408480/47487_MBI_Accessible_v0.1.pdf
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Table 2: Reference guidance 

Reference guidance Link to guidance 

HBN 00-09: Infection control in the built environment HBN 00-09: Infection control in the built environment 

HBN 09-02: Maternity care facilities HBN 09:02: Maternity care facilities 

HBN 23 (archived) is the guide for hospital accommodation for children. 
Published in 2005 it does not appear to have been updated 

HBN 23: Hospital accommodation for children and young 
people 

HBN 00 series for common spaces DH HBN 

HBN: 00-01: General design guidance for healthcare buildings HBN 00-01: General design guidance for healthcare buildings 

Regulation 15 of the Health and Social Care Act 2008 (Regulated Activities) 
Regulations 2010: Outcome 10 CQC 

Provider Compliance Outcome 10 – Regulation 15 

Clark J, Nath V (2014) Medical engagement – A journey not an event: London: 
King’s Fund. 

Medical engagement – A journey not an event 

National Quality Board (2013) 10 expectations for workforce National Quality Board: 10 expectations for workforce 

NICE (2014) Safer staffing guidance NICE safer staffing guidance 

Quality governance in the NHS: National Quality Board A guide for provider 
boards  

Quality governance in the NHS: National Quality Board 

CQC: Outcome 10: Safety and suitability of premises CQC: Outcome 10 

Patient and public engagement: NHS Constitution The NHS Constitution 

The NHS England guidance Planning assuring and delivering service change 
for patients (November 2015) 

Planning assuring and delivering service change for patients 

  

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/170705/HBN_00-09_infection_control.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/147876/HBN_09-02_Final.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/142895/HBN_23.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/142895/HBN_23.pdf
https://www.gov.uk/government/collections/health-building-notes-core-elements
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/316247/HBN_00-01-2.pdf
file://ims.gov.uk/data/Users/GBEXPVD/EXPHOME31/KBeckingham/Data/Desktop/PCA_OUTCOME_10_new.doc
http://www.kingsfund.org.uk/sites/files/kf/field/field_publication_file/medical-engagement-a-journey-not-an-event-jul14_0.pdf
http://www.england.nhs.uk/wp-content/uploads/2013/11/nqb-how-to-guid.pdf
https://www.nice.org.uk/guidance/sg1/resources
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/216321/dh_125239.pdf
http://www.cqc.org.uk/content/essential-standards
https://www.gov.uk/government/publications/the-nhs-constitution-for-england
https://www.england.nhs.uk/wp-content/uploads/2015/10/plan-ass-deliv-serv-chge.pdf
https://www.england.nhs.uk/wp-content/uploads/2015/10/plan-ass-deliv-serv-chge.pdf
https://www.england.nhs.uk/wp-content/uploads/2015/10/plan-ass-deliv-serv-chge.pdf
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Figure 2: Document assurance guidance matrix (provided by NHS England Project Appraisal Unit) 
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