

Business Case - XprESS 
1. Summary of proposal
This case for change focuses upon the introduction and benefits of the adoption of the XprESS ENT dilation system for treating chronic rhinosinusitis. The intention of this business case is to allow for more specific and in-depth conversations with key decision makers, and as a starting point to show proof of health economic and patient benefit of implementing the XprESS system. 

The area of adoption is ear, nose and throat (ENT) within an outpatient setting as the procedure can be performed under local anaesthetic. Through the adoption of the XprESS system, trusts would benefit operationally and financially and align with the NICE guidelines and national recommendations.

Rhinosinusitis 
Rhinosinusitis, also commonly known as sinusitis and sinus infection, is defined as inflammation of the nose and paranasal sinuses. This causes an increase in mucus production and a reduction in mucus drainage if the inflamed swollen mucosa blocks the sinus ostia. Symptoms may include fever, pain, and tenderness over the affected area together with a blocked or runny nose. 

In acute rhinosinusitis, there is complete resolution of symptoms within 12 weeks of onset; persistence of symptoms for more than 12 weeks is categorised as chronic rhinosinusitis. Acute rhinosinusitis usually has an infective aetiology. The aetiology of chronic rhinosinusitis is largely unknown but is likely to be multi-factorial, with inflammation, infection and obstruction of sinus ventilation playing a part. 

Chronic rhinosinusitis is a highly prevalent condition affecting 10% of the UK adult population. It is associated with significant reduction of quality of life, high health-care utilisation and significant absenteeism/presenteeism. Diagnosis is made by the presence of two or more persistent symptoms for at least 12 weeks, one of which should be nasal obstruction and/or nasal discharge, and/or facial pain/pressure or anosmia. 

Chronic rhinosinusitis is sub-categorised by the presence or absence of nasal polyps (CRSwNP or CRSsNP respectively). Treatment entails a trial of maximum medical therapy, with surgery reserved for recalcitrant cases, after the diagnosis is confirmed by radiology and after an appropriate trial of treatment. Current evidence suggest that the benefits of surgery are greatest in patients undergoing surgery at an early stage in their disease; therefore, once medical therapy has been deemed to have failed there should be no further delay in referral. Patients undergoing surgery within 12 months of onset of symptoms that fail to respond to maximum medical therapy, achieve significantly better measured outcomes in terms on improvements in SNOT-22 than those undergoing surgery at a later stage. Healthcare utilisation is significantly lower in the first two years following surgery in patients undergoing surgical intervention compared with those having surgery at a later stage.

XprESS ENT dilation system
The XprESS ENT dilation system is a sterile, single-use device for treating chronic rhinosinusitis. The XprESS system received NICE medical technologies guidance MTG30 13th December 2016. 

The XprESS system is a minimally invasive alternative to functional endoscopic sinus surgery (FESS) offering equivalent efficacy and minimal acute inflammation while preserving more sinus tissue and mucosa. This procedure can be performed under local anaesthetic in an out-patient setting and is clinically proven 
to significantly reduce sinusitis symptoms.

The potential benefits of introducing the XprESS system into the NHS Trust include:
• Operational gains to the Trust
• Increased capacity in theatre 
• Reduction in length of stay
• Reduction in risks associated with general anaesthetic
• Fewer staff resources as the procedure is done while the patient is awake under local anaesthetic 
• Reduction in duration of prescription pain medication
• Reduction in postoperative nasal bleeding visits
• Reduction in hospital readmissions
• Potentially reduces the waiting list for ENT surgery
• Increases the efficiency and productivity of the NHS
• Improved patient comfort, outcomes, and experience
• Potential to reduce environmental impact

2.	Link to NHS and Trust Objectives - To add Trust specific objectives
Below outlines the national recommendations of the GIRFT Ear, Nose and Throat Programme that align to the XprESS system:
• Day case treatment - Increase the use of day case across ENT. There is a huge opportunity for more of the national ENT caseload to be treated on a day case basis if the right facilities and expertise can be put in place. Increasing the use of day case treatment in ENT would benefit patients as well as ENT units and their trusts.
• Procurement - Improve procurement of devices and consumables, through cost and pricing transparency, aggregation and consolidation, and by sharing best practice
• Outcome metrics - Consider including Patient Reported Outcome Metrics (PROMs) for ENT surgery in the national PROMs programme or other established national audit.
NHS Operational priorities for 2022/23 
These require NHS Trusts to
· Deliver significantly more elective care to:
· Tackle the elective backlog
· Reduce long waits
· Improve performance against cancer waiting times standards
· Take full advantage of opportunities to transform the delivery of services  

Specifically NHS Trusts are required to:
· In 2022/23 deliver over 10% more elective activity than before the pandemic and reduce long waits 
· By 2024/25 deliver 30% more elective activity
· Reduce long waits
· By July 2022, eliminate waits of over 104 weeks  
· By April 2023 eliminate waits of over 78 weeks 

Procedures like XprESS can take the pressure off the current system in theatre and outpatients waiting time and can free up time to meet new elective recovery targets. Importantly, the clinical outcomes associated with the XprESS procedure compared with current interventions provides an improved set of outcomes including; 
· Removes the need for overnight hospital stay and general anaesthetic
· Improved patient outcomes – Patient recovery is quicker and so are able to return to work, and other activities in a shorter timeframe 
· Improved patient experience
· Decrease in theatre time 
· Support departments to free up capacity to meet elective recovery targets 

3. Environmental Sustainability
A benefit of using the XprESS system compared to current UK practice is that it can be done under local anaesthetic in an outpatient setting therefore helping to reduce the environmental impact of anaesthesia. 
References to support the environmental sustainability benefits: Atmospheric science, anaesthesia, and the environment Matt Campbell, FRCA JM, J. M. Tom Pierce, FRCP FRCA FFICM BJA Education, Volume 15, Issue 4, August 2015, Pages 173–179. In this article the authors describe the atmospheric science behind global warming including the specific role of anaesthetic agents and anaesthesia practice.
Key points
• The inhalation anaesthetic agents sevoflurane isoflurane and desflurane have global warming potentials 2-3 orders of magnitude higher than CO2
• Nitrous oxide contributes significantly to global warming and ozone depletion
• 5% of the carbon footprint (CO2e) of the NHS is attributable to exhaled anaesthetic agents
• Most medical nitrous oxide liberation originates from Entonox use, including maternity use
• Reducing the environmental impact of anaesthesia, can be achieved through behaviour change

4. Current Management
Patients are generally referred late from their general practitioner (GP) to secondary care after a prolonged period of medical treatment with antibiotics and/or steroids. This results in patients presenting with more extensive disease prior to surgery. Current treatment options for chronic sinusitis include: 

• Nasal saline irrigation 
• Intranasal corticosteroids 
• Systemic antibiotics or topical drops 
• Functional endoscopic sinus surgery (FESS)

Surgery
One of the most common sinus and nasal surgical procedures is FESS, which is performed under general anaesthesia associated with some inpatient stays. Within this procedure, surgeons commonly treat the maxillary, ethmoid and frontal sinuses (and occasionally the sphenoid sinuses), using cold steel instruments 
and a microdebrider.
 
The XprESS device is also used in some of these procedures making them hybrid procedures. The surgeon may treat the maxillary, sphenoid and the frontal sinuses with the balloon but the remaining sinus with traditional techniques under general anaesthesia. 

Issues
• Late referral from GPs with greater disease progression
• Long waiting lists for surgical care
• Removal of structural tissue causes increased post-op bleeding 
• Increased post-op nasal bleeding outpatient visits
• Effectiveness of constant use of antibiotics/steroids

5. The Solution
The XprESS ENT dilation system is a CE marked, FDA cleared, NICE medical technologies guidance approved, sterile, single use multi-functional device for treating chronic rhinosinusitis under local anaesthetic in an outpatient setting. The system comprises a balloon tipped device with a reshapable end that is inserted through the nose into the maxillary, frontal, or sphenoidal sinuses.

The XprESS ENT dilation system combines multiple functions in a single device designed for dilation procedures:
• Balloon dilation
• Seeker
• Confirmation
• Suction
• Irrigation

The system also includes an inflation syringe, bending tool and extension line. The balloon is manipulated into the bony sinus outflow tracts (ostia) and inflated with saline. This reshapes and opens the ostia by displacing adjacent bone and paranasal sinus structures allowing the sinuses to drain more effectively.

Sinus balloon dilation remodels the bony sinus outflow tract by displacement of adjacent bone and paranasal sinus structures, potentially reducing the amount of tissue loss as compared to traditional FESS procedures.

6. Key benefits of the XprESS ENT dilation
The below outlines the potential key benefits of adopting the XprESS system compared to the traditional FESS procedure for clinicians, the Trust Business Unit, NHS Trust and patient.

Clinicians
• High technical success rates (>95%) 
• Postoperative debridement rate is significantly decreased compared to FESS procedures 
• Very low complication rate (approximately 0.1% compared to FESS >1%) 
• Cutting down on equipment required in surgery 
• Designed to assist physicians to be able to perform a more accurate cannulation of the maxillary ostium 
• Designed for improved ease of use compared to functional endoscopic sinus surgery (FESS) as procedure does not require general anaesthesia 
• Designed for improved ease of use compared to other balloon technologies because the XprESS device is based on a sinus seeker.

The Trust Business Unit
• Reduced recovery time leading to decreased hospital length of stay 
• Reduced procedure time 
• Increased capacity in main theatre 
• Reduced prescription pain medication 
• Reduced postoperative nasal bleeding visits 
• Reduced in hospital readmissions 
• Potentially reduced the waiting list for ENT surgery

Trust
Compliance with the NICE guidance MTG30

Patient
• Reduction in inherent risks associated with general anaesthesia 
• Low reported complication rate (0.1%) 
• Revision rate decreased compared to FESS (1% vs. 5%) 
• Significant improvement from baseline in quality-oflife scores post treatment; non inferior to FESS 
• Faster discharge and recovery time 
• Less nasal bleeding 
• Decreased duration of postoperative pain medication 
• Reduced work and activity impairment 
• Low levels of postoperative debridement required (0.16/patient)

7. NICE medical technologies guidance (MTG30)
Published 13th December 2016 and renewed in 2020, in medical technologies guidance, NICE recommended adopting the XprESS multi-sinus dilation system (now XprESS ENT dilation system) for patients with uncomplicated chronic sinusitis. NICE concluded that the potential for saving time and money compared to FESS when treatment is done using local anaesthetic in an outpatient setting bears consideration for improving outcomes in the treatment of chronic rhinosinusitis after medical treatment has failed. 
The XprESS device is the only balloon dilation system that has received an adoption recommendation from NICE at the time of writing. 
8. Current Clinical Pathway
The patient pathway is varied and referral to surgery is frequently much longer than the recommended three months. Clinicians are uncertain about best management of patients with Chronic Rhinosinusitis (CRS) in both primary and secondary care and practice is varied. 
An integrated care pathway for CRS is needed to improve patient management and timely referrals. Patient waits on the current surgical pathways are long, with ENT having the second lowest percentage of treatment within 18 weeks.
9. Financial Cost evidence
Medical technologies guidance (MTG30) published: 13th December 2016. 

Model costs 
The total cost for a FESS surgery under general anaesthesia (including equipment costs of £300) was calculated to be £2,894. The total cost for the XprESS system surgery (including device costs of £900) was calculated to be £1,884. 

The equivalent costs under local anaesthesia were calculated by applying a ratio of 0.631 to the surgical costs under general anaesthesia reported in Zilvetti et al., (2009), providing costs for FESS of £1,936 and for the XprESS system of £1,520. These costs were also used in the model if the patient had a revision surgery. The company reported a base case per patient cost of £2,679 for the XprESS system and £3,981 for FESS, representing an average saving of £1,302 per patient.

10. Risk Analysis
Identified below are the possible levels of risk associated with adoption of the device. 

· Patient - The risk is low level due to the procedure being low risk with proven results. It can prevent the need for more invasive surgery.
· Clinical - The risk is low level as it is a low-risk procedure with proven results and easy to perform. 
· Trust staff - The risk is low level as this is not an aerosol generating procedure. 
· Financial - The risk is low level. See NICE MTG30 and financial cost evidence as above. 
· Resource implications for the Trust staff - To implement the technology in the NHS there will need to be a clinic room for the procedure to take place under local anaesthetic. Depending on the equipment already present they may need to purchase: a surgical chair/bed, an endoscopic stack, portable suction; however, these can be found through sharing with a different departments/specialties.

Training and implementation support 
Some clinicians may seek product training before performing awake surgery, but many already have some level of experience operating with local anaesthesia. Stryker recommends that all clinicians undergo training on the safe and effective use of the product before first use. 
If the clinician wants to perform sedation, Stryker recommends that they are properly trained in sedation techniques/ procedures. Clinicians may choose to follow a formalised training pathway. Please note that Stryker is unable to provide training on sedation techniques/procedures. 
There is no cost for product training provided for the safe and effective use of the XprESS system. Stryker is able to provide this training in the following forms: 
• 1:1 training with a head model, demo balloon and endoscope at a location of the clinicians choosing 
• Cadaver training generally held at one of two sites in England 
• Videos and tutorials 
• Peer-to-peer visits 
• Peer-to-peer webinars and discussions

11. Options
The following table sets out the options available for implemetating XprESS, and the impacts of each option.
	Detail 
	What could be the impact of this?

	Option 1
Do Nothing- continue to offer the existing care options.
	• Prolonged hospitalisation 
• Increased 18 week waiting list 
• Full capacity in main theatre 
• Hospital readmissions 
• Postoperative outpatient nasal bleeding visits 
• Additional expenditure on medical/other staff costs 
• Compromised quality of life for patients 
• Less efficient and less productive use of NHS resources

	Option 2
Adoption— integrate the XprESS system into treatment pathway for chronic sinusitis
	• Operational gains for the Trust 
• Increase NHS productivity and efficiency 
• Increased capacity in theatre 
• Reduction in length of stay 
• Reduction in duration of prescription pain medication 
• Reduction in postoperative nasal bleeding visits 
• Reduction in hospital readmissions 
• Potentially reduces the waiting list for ENT surgery 
• Free up workforce capacity 
• Potential to reduce environmental impact 
• Improved patient care/treatment optimisation 
• Improved patient quality of life



Outright purchase 
Sales in the UK are direct from Stryker UK, and they provide the following purchasing option. After sales support Stryker believes building partnerships can deliver better outcomes. 

	Product code
	Description
	Quantity
	Unit price (ex. VAT)

	LPLF-105I
	5 mm x 20 mm LoProfile balloon
	5
	£950

	LPLF-106I
	6 mm x 20 mm LoProfile balloon
	5
	£950

	LPLF-107I
	7 mm x 20 mm LoProfile balloon
	5
	£950



HRG codes The procedures performed on either frontal or sphenoid sinus will generate HRG CA28Z and the procedure on the maxillary antrum generates HRG CA29Z. In the case that the procedures were performed on all sinuses the HRG will shift to CA26Z. None of the codes are comorbidity sensitive. As per admitted patient care and outpatient procedure prices 2021/22, the tariffs for the procedures are below: Prices are exclusive of VAT and delivery charges.

	Cost (per procedure) 

	 
	FESS
	XprESS

	 
	Theatre
	Outpatient Procedure 

	Wards
	
	

	Theatre
	
	

	XprESS device (exc. VAT)
	
	£ 950

	Medical Staff
	
	

	Drugs 
	
	

	Other 
	
	

	COSTS 
	
	

	 
	 
	 

	Follow up Appointment 
	
	

	 
	 
	 

	TOTAL COSTS 
	
	

	
	
	

	
	
	


*As part of the NHS England MedTech Funding Mandate, and if the the user case is agreed with the commissioner, the cost of the device is reimbursed by the commissioner. 
12. Conclusion
Value of implementing the XprESS system. NICE recommended adopting the XprESS ENT dilation system for patients with uncomplicated chronic sinusitis. NICE concluded that the potential for saving time and money compared to FESS when treatment is done using local anaesthetic in an outpatient setting bears consideration for improving outcomes in the treatment of chronic rhinosinusitis after medical treatment has failed. The XprESS system is the only balloon dilation system that has received an adoption recommendation from NICE at the time of writing for the following reasons. 
Ease of use. NICE found the XprESS system to be easier than functional endoscopic sinus surgery (FESS) as an outpatient procedure, and it can reduce procedure time. 
Reduced costs. Potential cost saving when used both under general anaesthesia and under local anaesthesia, compared to the costs of using FESS under general anaesthesia.
The XprESS system has the potential to treat uncomplicated chronic rhinosinusitis earlier in the disease progression than is currently available. This can lead to improvement in quality of life and clinical outcomes, while reducing surgical waiting lists. 

This business case has shown how the XprESS ENT dilation system highlights both excellent clinical advantages, operational and financial gains for the Trust, and an increased patient experience and improved quality of life. It is recommended that option two (page xx) supports the adoption into Bradford to gain benefits for the clinician, the Trust and the patient as shown.
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