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1 Outcome 

1.1 The Pharmacy Appeals Committee (“Committee”), appointed by NHS Resolution, 
quashes the decision of NHS England and redetermines the application. 

1.2 The Committee determined that the application should be refused.  
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1 The Application 

By application dated 8 February 2022, 33 Medical Ltd (“the Applicant”) applied to NHS 
Commissioning Board (“NHS England”) for inclusion in the pharmaceutical list offering 
unforeseen benefits under Regulation 18 at Seaview, Ramparts Business Park, Berwick upon 
Tweed, TD15 1TX.  In support of the application it was stated: 

1.1 Under “Pharmaceutical services to be provided at these premises”, in response to the 
services that would be provided, the Applicant ticked “Terms of service (paragraphs 3 
to 12, Schedule 5 – DACs) 

1.2 In response to “If you are undertaking to provide appliances, specify the appliances 
that you undertake to provide (or write ‘none’ if the pharmacy does not provide 
appliances), the Applicant stated: 

1.2.1 Trans Anal Rectal Irrigation – Medical Devices. 

1.3 The Applicant did not answer why, in its view this application should not be refused 
pursuant to Regulation 31.   

Additional information provided by the Applicant  

1.4 33 Medical Ltd (operated by MacGregor Healthcare Ltd) specialises in the supply of 
Trans anal/Rectal Irrigation (TAI/RI) products via the UK Drug tariff. The Applicant 
ensures patients get the right products to meet their needs which is vital to improving 
quality of life. The granting of a DAC license would enable the Applicant to continue to 
deliver their unique high quality care and support which at present is only offered by 
one other DAC within the field of TAI/RI. The Applicant also recognises that patients 
may use other products that are on Part IX of Drug Tariff and it would ensure that these 
are also readily available. By being granted a new DAC license, the Applicant 
anticipates that this will provide new economic growth and job opportunities in the 
Berwick-upon-Tweed area. 

1.5 TAI/RI has been shown to be a successful management option for people with 
functional bowel disorders such as constipation and faecal incontinence and also 
neurogenic bowel disorders. 

1.6 TAI/RI has been a well-recognised bowel management solution for many years but in 
particular since the first licensed product (Peristeen, Coloplast) was introduced onto 
the UK Drug Tariff in 2007. Since then (2013), MacGregor Healthcare Ltd have 
introduced the Qufora range of TAI/RI products onto the UK Drug tariff and additional 
support services to ensure that patients have a better quality of life. 
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1.7 For a successful patient outcome within TAI/RI, it is vital that patients adhere to the 
regime set by the healthcare professional. Therefore, it is important to ensure that the 
appropriate product and support is provided. To support Health Care Professionals 
(HCP's) in making this decision-making, the 'Decision Guide' was published. This guide 
was written by experienced HCP's. It highlights the importance of the correct product 
but also additional support services and follow up which is part of the unforeseen 
offering within this DAC application. 

1.8 Training of the patient to use the products is very important (Bildstein et al, 2017) and 
33 Medical Ltd (operated by MacGregor Healthcare Ltd) offers specialised training and 
support for Healthcare Professionals. Follow up of patients is imperative for their 
success.  

1.9 33 Medical Ltd (operated by MacGregor Healthcare Ltd)'s Myqufora support service 
works in conjunction with the HCP supporting the patient, especially during the first few 
months of using the product. This a unique offering and should be seen as an 
unforeseen benefit. 

1.10 An additional unforeseen benefit delivered by 33 Medical Ltd (operated by MacGregor 
Healthcare Ltd) employs a clinical team, with many years of expertise in the TAI/RI 
area. This team is available for HCP's to discuss challenging cases or have questions 
regarding TAI/RI. They also develop and provide specialised education and training for 
HCP's.  

1.11 This service is crucial to support the patients successful use of TAI/RI and supports the 
aims of GIRFT (Getting it right the first time) improve patient outcomes, reduce cost. 
Share best practice (https://www.gettingitrightfirsttime.co.uk) 

1.12 TAI/RI is a specialised area of bowel management and the team at 33 Medical Ltd 
(operated by MacGregor Healthcare Ltd) have immense knowledge and understanding 
to support patients and HCP's to have successful outcomes. 

1.13 Having their own DAC would enable early direct support and guidance to help the 
patient in this specialised area. This in turn would help support the HCP's and alert 
them to any early issues that may require their intervention. It would also mean the 
Applicant was able to monitor correct product usage and review this at regular intervals, 
to increase product adherence and reduce wastage. 

Bowel Dysfunction 

Overview 

1.14 Bowel dysfunction is common in the general population with around 10-15% of the 
population suffering with constipation and 1-5% suffering significant faecal 
incontinence. 

1.15 Bowel dysfunction may be idiopathic, related to structural rectal dysfunction, or caused 
by a neurogenic disorder (such as spinal cord injury, spina bifida, multiple sclerosis or 
Parkinson's disease). 

1.16 Some patients experience defecatory difficulties after lower bowel tumour resection 
(anterior resection syndrome - LARS). 

1.17 Bowel dysfunction maybe underreported due to embarrassment. In a recent Pelvic 
Floor Society report the following was stated: (see diagram at Appendix A). 

1.17.1 An estimated 6.5 million people live with bowel issues; 

1.17.2 85% of adults with faecal incontinence haven't told their doctor; 

https://www.gettingitrightfirsttime.co.uk/
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1.17.3 Faecal incontinence increases the risk of care home referral by 5 times; (US) 

1.17.4 Over 10% of people live with symptoms of faecal incontinence; and 

1.17.5 Up to 20% of people live with constipation symptoms. 

Seizing the opportunity to improve patient care 
Pelvic Floor services in 2021 and beyond  
Pelvic floor Society 2021 

Patient population 

1.18 As bowel dysfunction is such a 'taboo' subject, it is difficult to estimate accurately the 
numbers. However, the literature suggests the following incidence: 

'Current epidemiological information shows that between 1% and 10% of adults are 
affected with faecal incontinence, depending on the definition and frequency of faecal 
incontinence used. It is likely that 0.5 - 1.0% of adults experience regular faecal 
incontinence that affects their quality of life. Little is known about the natural history of 
the condition but for some groups (such as women immediately after childbirth) there 
does seem to be some spontaneous resolution of symptoms. For understandable 
reasons, faecal incontinence has remained a largely hidden problem, with many 
patients feeling too embarrassed or ashamed to admit their symptoms to healthcare 
professionals, or even to family and friends'. (NICE FI Guidance 2017). 

1.19 Based on the figures of 0.5 - 1.0% an estimate of numbers requiring treatment when 
looking at the UK population (67,000,000) could give rise to a total between 335,000 - 
670,000 requiring treatment for faecal incontinence. Initial management shows that 
70% (Norton 2008) of patients may improve with first line therapies and as a result may 
leave patient numbers as 100,500 - 201 ,000 with refractory and severe untreated 
symptoms and as a result may potentially require TAI/RI. 

1.20 TAI/RI can be used to treat patients with constipation, obstructed defecation and faecal 
incontinence and LARS. Patients would initially be treated with first line treatments: 
e.g., laxatives for constipation. 

1.21 Patients referred for TAI/RI would be those who: 

1.21.1 Fail to respond to first line therapies; 

1.21.2 Refractory symptoms; 

1.21.3 Have symptoms that significantly impair their quality of life and ability to 
function. 

“... our system has literally given me life back.  Before I would be at home daily in pain 
and could not go out, I now irrigate in the morning, I get a bowel movement and I am 
free the rest of the day, it is the first time in years I managed to go out with friends" 
Patient using Qufora product (33 Medical Ltd operated by MacGregor Healthcare Ltd) 

Current standard of care: 

Constipation 

1.22 National guidelines for constipation at present do not exist, however there are 
guidelines in place that suggest and advise on first line therapies. For adults with 
constipation, clinical knowledge skills. 
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1.23 NICE Guidelines on constipation (2019), proposes that lifestyle measures, dietary 
modification and the use of laxatives should all be included for management of 
constipation. For those with symptoms which are ongoing, or refractory will require 
specialist referral for management.  

1.24 Klaus Krogh et al, (2016), (see below) has outlined the basic and advanced treatments 
for constipation and how healthcare professionals can work through from first line 
therapies through to surgical approaches, which includes TAI/RI should first line 
therapies fail to adequately improve symptoms. 

Table 3. Basic and advanced treatment of chronic constipation 

Lifestyle modifications Increased intake of fibre 
Sufficient intake of fluid 
Increase physical activity 

First line treatment Oral laxatives (osmotic, lubricating or stimulant)a 
Rectal laxatives (suppositories or mini enema)b 

Second line treatment Prokinetics (prucalopride) 
Secretory agents (linaclotide, lubiprostone) 
Biofeedbackc  
Trans anal irrigation 

Advanced /experimental 
treatment 

Sacral nerve stimulation  
The Malone ante grade colonic enemad 
Colostomy 
Procedure for correcting rectocele 

a no data exist to recommend one oral laxative against others. 
b no patients with symptoms of evacuatory dysfunction 
c for patients with dyssynergic defecation 
d mainly for patients with constipation secondary to neurological disorders 

 

1.25 So there is a pathway followed by Specialised HCP's and TAI/RI is an option only when 
other management options have been tried. 

Faecal incontinence (FI) 

1.26 NICE Fl Guidance (2007) recommends that specific management interventions offered 
should be based on the findings from the baseline assessment, tailored to individual 
circumstances and adjusted to personal response and preference. Initial management 
is based around dietary modification, bowel habit, medication and coping strategies.  

1.27 After each intervention healthcare professionals should ask the person whether the 
faecal incontinence has improved. People continuing to experience symptoms should 
be involved in discussions about further treatment options (including effectiveness and 
adverse effects) or alternative coping strategies asked if they wish to try further 
treatments. 

1.28 For those who continue to have episodes of incontinence after initial management 
should be considered for specialised management, which may involve a referral to a 
specialist continence service for consideration of pelvic floor muscle training, bowel 
retraining, specialist dietary assessment and management, biofeedback, electrical 
stimulation and/or TAI/RI. The NICE surveillance for faecal incontinence in 2018 
indicated that rectal irrigation as an intervention may improve outcomes for patients 
with faecal incontinence. 

1.29 The Royal College of Surgeons (2017) in their Commissioning guide for faecal 
incontinence, separate treatments options into Level 1 and Level 2. 

1.30 Level 1 to be addressed in primary care which identifies initial management as dietary 
modification, medication, and advice for continence products. 



 

5 

 

1.31 Level 2 Individuals that have refractory symptoms and continue to experience faecal 
incontinence should be considered for specialist management: 

1.31.1 Pelvic floor muscle training 

1.31.2 Bowel retraining 

1.31.3 Biofeedback 

1.31.4 Electrical stimulation 

1.31.5 Trans-anal irrigation 

1.31.6 Hypnotherapy - For patients with IBS 

1.31.7 Posterior tibial nerve stimulation 

1.31.8 Anal plugs/inserts 

1.31.9 Skin care 

1.31.10 Helpline 

1.31.11 Counselling/ psychological support 

1.32 More recently the Bowel Interest Group Dealing with Chronic Constipation Information 
for General Practitioners (2020) have produced an online treatment pathway in a 
pyramid that makes suggestions on how to commence treatments from the bottom of 
the pathway through to the top of the pathway with timelines in place (see Appendix 
A). 

1.33 Other published treatment pathways are NICE FI Guidance, and despite their 
publication being 2007, in 2018 NICE completed surveillance to update the guidelines, 
which continued to show first line therapies as initial treatments, however it does 
include TAI/RI for those who failed to adequately improve their symptoms. 

1.34 In recent years the pyramid (as seen at Appendix A) has been adopted, although 
initially intended for neurogenic patient groups, it has in recent years been adopted for 
both constipation and faecal incontinence. 

1.35 In 2019 a consensus review of best practice regarding Rl from a working party of 
experts was published and led by Anton Emmanuel. 

1.36 The publication provided guidance for the use of TAI/RI representing the most 
appropriate means of arriving at clinically meaningful advice. The publication also 
highlighted that a treatment pathway is recommended for development of a service, in 
the diagram at Appendix A. 

“... the product has been life changing and an absolute god send.  I would often have 
accidents/urge to go out, and now use this every morning and leaves me free for the 
day without being anxious. I am really happy with the system and explained hot much 
it has changed my life. I was never able to leave the house and now have complete 
freedom" [sic] Patient using Qufora product (33 Medical Ltd operated by MacGregor 
Healthcare Ltd) 

Neurogenic bowel disorders (NBD) 

1.37 Neurogenic causes of bowel disorders NBD refers to disorders of defecation that are 
secondary to disease or injury to the central nervous system. NBD is common following 
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Spinal Cord Injury but also in Multiple Sclerosis, Parkinson's Disease, spina bifida, and 
following stroke. NBD is due to interruption of the neural pathways to the gut and can 
result in both CC or FI (or both). 

1.38 NBD is largely determined by the nature of the damage to the CNS. Bowel symptoms 
can be similar for patients with SCI, MS, or spina bifida: 

1.39 Prevalence of NBD in patients with neurologic conditions is high. Estimates for the 
prevalence of NBD include: 

1.39.1 63% of patients with SCI 

1.39.2 47% of patients with brain injury 

1.39.3 22% of patients with history of stroke 

1.39.4 18% to 43% of patients with MS with constipation and 3% to 51% with FI 

1.39.5 85% of patients with spina bifida with constipation and 70% with Fl 

1.39.6 24.6% to 63% of patients with PO with constipation 

Surgical (LARS) 

1.40 Low anterior resection syndrome 

1.41 LARS is a commonly occurring complication of bowel surgery in patients being treated 
for rectal cancer. While a consensus clinical definition of LARS is still developing in the 
literature, symptoms of LARS may include: 

1.41.1 FI 

1.41.2 Flatus incontinence 

1.41.3 Faecal urgency 

1.41.4 >3 bowel movements per day 

1.41.5 Clustering of stools (i.e. periods of increased frequency and decreased 
frequency of stools) 

1.42 Major LARS occurs in approximately 41% of patients who undergo low anterior 
resection (LAR) for colorectal cancer, with minor LARS in an additional 24% of such 
patients. 

Description and Overview of Rectal Irrigation 

What is rectal irrigation? 

1.43 TAI/RI is designed for a patient to use sitting on the toilet (or by a carer in bed) to assist 
the evacuation of faeces of the rectum by introducing water into these compartments 
via the anus. 

1.44 The instillation of water stretches the rectum and produces a physiological urge to 
defecate, together with reflex stimulation of the bowel which produces peristalsis and 
moves faecal content into the lower bowel. On removal of the device the water and 
faecal contents are evacuated, clearing the lower bowel. 
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1.45 The equipment comprises of a reservoir for warm tap water, tubing to assist the 
instillation of water and a cone or catheter for insertion into the anus to aid instillation 
of water into the bowel. 

Patient pathway 

1.46 Before TAI/RI is introduced the patient must first undergo a thorough assessment of 
their symptoms. This is usually commenced in Primary care but can also be accessed 
in secondary care. The patient will then usually commence 'conservative bowel 
management options' including dietary modification, pharmacological input, enemas 
and suppositories. If these do not improve symptoms then specialist support is sought 
via secondary care, where further investigations such as ano-recto physiology can help 
diagnose, then biofeedback techniques and further diet, drug and enema/suppositories 
can be tried. Only when these are unsuccessful is TAI/RI generally commenced. It 
should be noted that if TAI/RI is unsuccessful more costly management including stoma 
formation may be the next option. It is therefore critical that Rl is given the best chance 
of being successful. To do this the patient must have the correct assessment, training 
and follow up. This should be supported by experienced staff. 33 Medical Ltd (operated 
by MacGregor Healthcare Ltd) employ clinical and support staff with a wealth of 
experience in this area. 

Product overview 

1.47 Qufora range 

1.48 The Qufora lrriSedo range has a portfolio of uniqueness in that it offers a range of 
products with varying degrees of volumes, low and high-volume products, cones when 
catheters are not suitable and a bed system for patients who are bed bound. Product 
differentiation gives patients with multifactorial bowel problems a product that suits 
individual need. 

The products under the name Qufora lrrisedo:  

1.49 Qufora lrriSedo MiniGo – This system is designed to be an easy to handle solution for 
bowel irrigation when using a low volume of water. The Qufora lrriSedo MiniGo System 
is a low volume (160mls) irrigation system recommended for individuals who are able 
to sit on a toilet. Because of the easy to handle soft pump dexterity capability is not an 
issue. 

1.50 Qufora lrriSedo MiniGo Flex is the same soft pump as the MiniGo but with a flexible 
tube.  MiniGo Flex has been designed to enable a better reach with balance and/or 
hand dexterity issues. 

1.51 Qufora lrriSedo Cone – This system is a full volume (100 ml to 1000 ml) irrigation 
system recommended for individuals with good dexterity who are able to sit on a toilet 
by holding a cone in the rectum while the water is being instilled. Water can be instilled 
through a pump mechanism or through gravity depending on individual preference and 
capability.  

1.52 Qufora lrriSedo Klick – This system is a full volume (100 ml to 1000 ml) irrigation system 
recommended for individuals with good or with poor dexterity who are able to sit on a 
toilet with or without assistance. The system is designed for easy assembly and usage. 
The control unit follows a simple 1,2,3,4 sequence. The catheter is attached via an 
easy click connection and has a water inflated balloon to provide a watertight seal. The 
catheter is activated by dipping in water to prepare the self-lubrication and is then ready 
to use. 

1.53 Qufora lrriSedo Bed – The only system available on the market for patients who require 
bed bowel management, where the patient can be cared for on the bed keeping skin 
integrity by preventing contact of faeces with the skin, which is because of its unique 



 

8 

 

closed system. The Qufora lrriSedo Bed System is a full volume (100 ml to 1000 ml) 
‘closed' rectal irrigation. 

Choosing the right product type 

1.54 Understanding how the technology differs from others is important. 

1.55 The Qufora lrriSedo range is a portfolio of products promoting ease of use and 
understanding, to meet patient needs whether it is for bowel dysfunction and/or water 
volume as well as patient capability requirements e.g. manual dexterity and balance. 

Low volume and high-volume irrigation 

1.56 There is a requirement for low and high volume. Certain bowel conditions such as 
passive leakage/post defaecation soiling/incomplete emptying/rectocele require a 
smaller volume of water to clear the rectum, whereas conditions such as faecal urge 
incontinence/chronic constipation/slow transit constipation lend themselves to a higher 
volume of water. 

1.57 The Qufora lrriSedo range can cater for any of these bowel conditions as it has a low 
volume handheld device and a higher volume device with a cone or catheter/balloon 
system. The type of product will depend on each individual need and based on a 
thorough assessment ensuring the right product for the right patient. A higher volume 
system called the bed system is also available and intended for those requiring bed 
bowel management of their bowel condition. 

Cone and balloon catheter 

1.58 Having a choice of a cone or catheter ensures that the products can be tailored to the 
individual needs. 

1.59 Patients that have had a surgical procedure, such as, low anterior resection for bowel 
cancer will have an anastomosis (joining together of the bowel). Such patients are 
susceptible to a number of bowel problems/complications and it is apparent that trans 
anal irrigation may be required. Therefore, irrigation such as the cone system could be 
less invasive than a system such as the catheter/balloon system, which may impede 
the anastomosis. 

1.60 The catheter/balloon system is unique in that the balloon is water inflated. Expert 
opinion from some healthcare professionals feel a water inflated balloon is denser and 
has less chance of expelling should the patient encounter any spasms. The risk of 
bowel perforation using the water inflated balloon is deemed to be at a similar level to 
Peristeen, although the water inflated balloon has to date no reported perforations. 

1.61 The bed system the only system available on the market for patients who are bed 
bound, in ITU, or in terminal care where the patient can be cared for on the bed keeping 
skin integrity by preventing contact of faeces with the skin, which is because of its 
unique closed system. It also prevents patients having to be hoisted from their bed for 
bowel care, making it more dignified, easy to manage. 

Self-administered or bed system 

1.62 Having a range of products allows for choice between self-administering and/or using 
a system that can be administered by a carer or healthcare professional. This ensures 
that all of the Qufora lrriSedo range can be suitable to every individual and their needs 
and requirements. 

Training and follow up 
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1.63 TAI/RI is an established therapy to manage bowel dysfunction both in neurogenic and 
functional bowel disorders. Because of the ever-growing numbers of TAI/RI systems 
available, choosing the optimal equipment can be somewhat overwhelming. Therefore, 
a group of experts came together to develop a consensus review of best practice, which 
was thought to represent the most appropriate means of arriving at clinically meaningful 
advice. The consensus group had a detailed and structured round-table discussion 
during which a pathway of care was developed and a manuscript for TAI/RI arose from 
the process. This prompted a publication for 'Development of a decision guide for trans 
anal irrigation in bowel disorders' (Emmanuel et al, 2019). In turn this led to the 
production of a 'decision guide' booklet and 'assessment proforma' to aid assessment, 
choice of equipment, teaching of the patient, regime, and follow-up, which can support 
healthcare professionals (HCP's) in their decision making for each individual patient 
when initiating rectal irrigation. 

1.64 As the Decision Guide is not product specific this ensures right product for the right 
patient, with enhanced follow up, which potentially leads to better adherence and as a 
result less wastage of products, which may help to drive cost efficiency within the NHS. 
The Bowel interest group (2021) report on the importance of adherence shows that 
correct training and follow up is essential to help support good patient outcomes.  

1.64.1 Training for healthcare professionals needs to be available to ensure complete 
understanding of the irrigation system as well as ensuring the patient receives 
the same training of the product. 33 Medical Ltd (operated by MacGregor 
Health care Ltd) therefore provide training for the Qufora range of products, 
which is tailored to team/ service requirements to address the theory and 
practicalities around each Qufora product. The training is part of the 
educational platform and called Qufora Focussed Training. Recent evaluation 
(2021) demonstrates that this training is well received and has increased the 
confidence of the healthcare professional in the theory and practicalities of the 
product. (Report is available). 

“... prior to receiving Qufora Focussed Training, I was not confident talking 
about the products at all. After attending the session, I was able to handle and 
demonstrate the products and ask questions. The training I received was 
excellent and I can say that it has given me lots of confidence." Healthcare 
Professional feedback 

1.64.2 Follow up is crucial especially in the first month of irrigation use. The Myqufora 
team are well established in supporting the healthcare professional to support 
the patient.  Evidence from an evaluation of 150 patients demonstrated that 
the team have the ability to impart confidence in their support with a wealth of 
knowledge around the products. They also have the support of the clinical team 
for any clinical advice required. Both teams are in place for support, therefore 
all information is passed back to the healthcare professional for continuity of 
care in their own clinics. 

Myqufora follow up (Part of MacGregor Healthcare Ltd/33 Medical Ltd) 

1.65 Myqufora Support is a dedicated team who offer support to all patients who are using 
Qufora lrriSedo products in the UK, Northern Ireland and Republic of Ireland.  

1.66 The Support team can also liaise with patients' healthcare professionals. Rectal 
irrigation is still a taboo subject, and many patients can feel isolated and may not openly 
discuss matters with their family or friends. The Support team engage with patients 
allowing them to talk through their experiences on their rectal irrigation journey. This 
benefit assists the healthcare professional knowing that their patients are being 
supported with the products they prescribe. If there are any clinical concerns, the 
healthcare professionals are confident that the Support team will engage with them so 
that they can then arrange to contact or if required, see the patient which can be cost 
and time effective to the healthcare professional. It is fair to say that over the last couple 
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of years with the Covid-19 pandemic, many patients were unable to see their 
healthcare professionals and some days, the Support team would contact patients to 
chat through their irrigation journey. Many patients advised the team that they had been 
the only person that they had spoken to that day. 

1.67 Throughout the Pandemic, many healthcare professionals were re-deployed so having 
this service available to their patients was invaluable. 

1.68 Patients feedback to us that from time to time explaining they have difficulty with 
continuity of supply of their prescription products from Pharmacy and other DACs. 

1.69 This mainly because they do not specialise in the area of TAI/RI therefore having their 
own DAC licence would be an unforeseen benefit which would ensure better outcome 
for patients. 

“…I was prescribed the Mini system at the beginning of lockdown and really struggled. 
It took a long time to irrigate successfully as I was struggling with dexterity issues and 
being able to look round whilst irrigating. The team supported me with this. The team 
kept in contact with me and provided encouragement. I required to have a break from 
irrigation due to another medical issue. Two months later I approached the team as I 
decided I required to restart irrigation. The team continued to support me for a few 
months until I felt confident again." Patient using Qufora product (33 Medical Ltd 
operated by MacGregor Health care Ltd) 

Evaluations 

Economic Value of Qufora Systems 

1.70 TAI/RI will be used as part of the conservative bowel management pathway where 
patients will try other treatment options initially and in a timely manner to then move on 
to TAI/RI if required. 

1.71 The diagram 1 (at Appendix A) taken from the Bowel Interest Group Dealing with 
Chronic Constipation Information for General Practitioners (2020) demonstrates a best 
practice pathway in its recognition, treatment and point of escalation. As well as the 
indicated costs in the initial period as a one off, the annual cost and the 7 - year cost. 
This clearly demonstrates that TAI/RI is cost effective for constipation when compared 
to other treatment options, especially with a permanent stoma and with the maximum 
use of laxatives annually and over 7 years. Moving through a treatment pyramid of this 
nature suggests that treatment options are used in a timely fashion. As a result, patients 
will not remain on treatments indefinitely, especially when they are not effective. 
Consequently, this will ensure cost efficiency throughout the NHS and potentially 
improve the financial burden that has been identified with nearly 53,000 having 
unplanned hospital admissions in 2017/18 at a cost of £71 million. 

1.72 The cost of irrigation within the pyramid is based on one specific system utilised every 
other day and therefore does not consider that alternative systems such as the Qufora 
lrriSedo range may yield further cost efficiency. 

1.73 There is also the possibility that only low volume irrigation may be required and 
therefore will reduce costs over the use of high-volume systems. 

1.74 TAI/RI will be used as part of the conservative bowel management pathway where 
patients will try other treatment options initially and in a timely manner to then move on 
to TAI/RI if required. 

1.75 The use of laxatives is continued initially when commencing TAI/RI, however, laxatives 
can be reduced when a patient is established with a regime/routine. This is 
demonstrated by Alice Henderson (Physiologist) who presented at the Association of 
Coloproctology for Great Britain and Ireland 2019 with retrospective analysis of 
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prospective data for 31 patients who showed improvement in symptoms and a 50% 
reduction in the use of laxatives when using the Qufora lrriSedo range of products for 
TAI/RI. The table below demonstrates the cost savings. 

 Cost of laxatives before using irrigation and after using 
irrigation with the savings identified 

Total cost 
minimum/maximum before 
irrigation 

118.00-506.47 for 1 month 
1,416- 6,077.64 for 12 months 

Total cost 
minimum/maximum after 
irrigation 
 

49.80- 204.80 for 1 month 
597.60-2,457.60 for 12 months 

Total saving 
minimum/maximum 
 

68.20 - 301.67 for 1 month 
818.40- 3,620.04 for 12 months 

Total number of patients 
using laxatives  
before/after irrigation 

22 using laxatives before irrigation 
11 using laxatives after irrigation  
 
Giving a 50% reduction in patients using laxatives 

 

1.76 Peristeen in their NICE guidance 2018 claim that the benefits to the healthcare system 
include reducing the rate of stoma surgery, hospitalisation and urinary tract infections 
in patients with neurogenic bowel dysfunction. It is therefore possible that the additional 
cost of TAI/RI is expected to be offset by discontinuing costs of other treatments that 
have proven to be ineffective. 

1.77 The benefits of using trans anal irrigation, as reported by the NHS staff involved in 
producing this resource, include: (Peristeen NICE, 2018) 

1.77.1 Offering an additional treatment option for people with bowel dysfunction when 
conservative treatment has failed or is not suitable or when surgery is unlikely 
to improve symptoms. 

1.77.2 Providing a less invasive option and reducing the need for surgery.  

1.77.3 Improving people's quality of life, dignity and independence. 

1.77.4 Reducing pain relief (including opioids) people take to help relieve symptoms 
and may reduce the need for bowel medicines (such as laxatives). 

1.77.5 Facilitating transfer of people's care from surgeons' caseloads to a service led 
by a specialist clinician. 

1.77.6 Reducing healthcare use (scheduled and unscheduled) including 
hospitalisations. 

1.77.7 Reduces the incidence, frequency and costs associated with urinary tract 
infections. 

1.77.8 Reduces the rate of stoma surgery. 

1.77.9 Reduces the cost of treating neurogenic bowel dysfunction in people who have 
already had unsuccessful standard care. 

1.77.10 Reduces the rate of hospitalisation in people with neurogenic bowel 
dysfunction. 
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1.78 This can also displace other costs as follows which appear to be increasing year on 
year: 

1.78.1 Prescribed laxatives which cost the NHS in 2018 - 2019 £87 million, 

1.78.2 Annual spend on pads amounts to £80 million, 

1.78.3 Constipation in 2018 - 2019 cost the NHS £168 million, this is an increase of 
£6 million from 2017 - 2018, 

1.78.4 Surgical procedures such as sacral nerve stimulation are estimated at £17,500 
for the first year. Yearly costs are approximately £1,500 and then battery 
change at 7 years is £6,500. 

Conclusion 

1.79 TAI/RI has been shown to be cost-effective or cost-saving in the management of NBD 
compared with standard/conservative bowel management due to predicted decreases 
in episodes of FI, UTIs, and less time spent on bowel management. 

1.80 The granting of a DAC licence would display many unforeseen benefits for patients, 
healthcare professionals and the NHS within the RI/TAI area. All of these groups would 
have full support including access to specialist knowledge and the availability of 
dispensing from a specialised company within TAI/RI. 

" ... I have been trying to contact you as my GP has prescribed a Qufora Irrigation 
system but I cannot get it from any pharmacy. I have gone 12 days without a bowel 
movement and I am desperate." Feedback from a patient 

1.81 The support service also acts as a liaison between the patient and their healthcare 
professional. They [sic] support service will communicate with them regarding patients 
which is a contributing factor resulting in time savings to both healthcare professionals 
and the NHS overall. 

1.82 By being granted a new DAC licence, these unforeseen benefits would also ensure 
patients having the correct quantities of product available to them that fits their regime. 
This would manage over or under prescribing product supplies ensuring cost 
effectiveness too. 

2 The Decision 

NHS England considered and decided to refuse the application.  The decision letter dated 14 
September 2022 states: 

2.1 NHS England has considered the above application and it is writing to confirm that it 
has been refused. Please see the enclosed report for the full reasoning. 

Extract from the Pharmaceutical Services Regulations Committee (PSRC) Decision 

PSRC Decision 

2.2 The PSRC considered the application at its meeting of 31 August 2022. The application 
was refused on the basis that the Regulations were not met. 

2.3 The application was assessed under Regulations 18 of the NHS (Pharmaceutical and 
Local Pharmaceutical Services) Regulations 2013 – unforeseen benefits: additional 
matters and consequences. 
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2.4 Regulation 18(1)(a) - Was not met. The applicant had not demonstrated that granting 
the application would secure improvements, or better access, to pharmaceutical 
services, or pharmaceutical services of a specified type to patients. 

2.5 Regulation 18(1)(b) - Was not met. The applicant had not demonstrated any 
improvements or better access that a new DAC would secure and that were not 
included in the Pharmaceutical Needs Assessment. 

2.6 Regulations 18(2)(a&b) Was not met. There were no innovative approaches 
presented and the PNA documents current DAC provision with a conclusion that no 
additional DAC was required.  

2.7 Regulations 18(2)(c-f) are not applicable. 

2.8 Regulation 18(3) is met. 

2.9 Regulation 31 is met. 

2.10 Regulation 32 is not applicable. 

2.11 Regulation 40 is not applicable. 

2.12 Regulation 41 – 43 are not applicable. 

2.13 Regulation 44 is not applicable. 

2.14 Regulation 50 is not applicable. 

2.15 Regulations 65 is not applicable. 

2.16 Regulation 66 is not applicable as NHS England will not be directing services. 

Appeal rights 

2.17 The applicant has appeal rights. 

3 The Appeal 

In a letter dated 7 October 2022 addressed to NHS Resolution, the Applicant appealed against 
NHS England's decision.  The grounds of appeal are: 

3.1 Following on from the Pharmaceutical Services Regulations Committees (PSRC) 
consideration of the application at a meeting on 31 August 2022, the Applicant was 
extremely surprised to be advised that this had been refused. The Applicant felt that it 
has more than presented the service improvements, better access and unforeseen 
benefits for Berwick-upon-Tweed (North — North East and Yorkshire) for this 
application being granted. 

3.2 The application was assessed under Regulations 18 of the NHS (Pharmaceutical and 
Local Pharmaceutical Services) Regulations 2013 — unforeseen benefits: additional 
matters and consequences. 

3.3 In addition to supporting documentation provided within the online PCSE Market Entry 
submission, please see below the Applicant’s appeal comments: 

3.4 Regulation 18(1)(a) — The Applicant has demonstrated that granting the application 
would secure improvements and/or better access, to pharmaceutical services, or 
pharmaceutical services of a specified type to patients (Part IXa "Anal Irrigation" of 
Drug Tariff). 
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3.5 This service would be the only DAC/pharmacy that specialises in delivery and support 
for patients within the ICB using Trans anal irrigation/Rectal irrigation (TAI/RI) with the 
next accessible DAC being 75 miles away from the base location in Berwick upon 
Tweed. This in itself would create an improved service and better access for patients 
who require to have readily available access to pharmaceutical services of a specified 
type (Part IXa "Anal Irrigation" of Drug Tariff) within North — North East and Yorkshire 
("Online Pharmacy Market Entry Application Form, Section titled "Premises"). 

3.6 Unlike a retail pharmacy, the DAC would have this specified type of product (Part IXa 
“Anal Irrigation” of Drug Tariff) in stock at all times therefore able to dispense on 
immediate receipt of prescription. 

3.7 Thus eliminating the potential of a prescription being wrongly dispensed via retail 
pharmacy which would incur additional costs for North — North East and Yorkshire. 

3.8 A geographical map demonstrating distance between existing DACs to potential 33 
Medical Ltd location is included at Appendix C. 

3.9 By granting the DAC licence, the Applicant would ensure the adoption of the NICE Anal 
Irrigation (NICE, 2018) guidelines as a standard which would include the following 
improvements: 

3.9.1 Development, support and delivery of a structured care pathway incorporating 
TAI/RI providing high quality patient centred care for people with bowel 
dysfunctions; 

3.9.2 Providing specialised training and support for Healthcare Professionals 
(HCPs) and patients as detailed in recommendations 1.2 of the NICE Anal 
Irrigation guidelines; 

3.9.3 Improved quality of life and promotion of dignity and independence of patients 
in line with NICE Anal Irrigation recommendations; 

3.9.4 Reducing emergency admissions/repeat GP referrals resulting from patient 
bowel dysfunction problems (Cost of constipation report, 2020) 

3.10 Regulation 18(1)(b) — The Applicant had demonstrated improvements or better 
access that a new DAC would secure and that were not included in the Pharmaceutical 
Needs Assessment. 

3.11 Within the IBC area [sic] of North — North East and Yorkshire, the next geographical 
DAC is over 75 miles away and none of these DACs or pharmacies specialise in 
patients who would need access to pharmaceutical services of a specified type (Part 
IXa "Anal Irrigation" of Drug Tariff). 

3.12 Therefore, having dedicated access within the Berwick-upon-Tweed (North — North 
East and Yorkshire) area would demonstrate an enhanced and improved access to 
patients and patients' needs not only for delivery of product but also patient support 
within the area of North — North East and Yorkshire IBC [sic] as outlined further in 
provision of Regulation 18(2)(a&b)  

3.13 In line with sustainability targets, it would be the Applicant’s intention to optimise use 
of sustainable packaging and means of transport e.g. electric vehicles within the locality

 

3.14 Regulations 18(2)(a&b) — To expand upon the explanation of the innovative 
approaches. 

3.14.1 New innovative Qufora Care@ web-based portal for registering, ordering and 
re-ordering of prescriptions securely in line with ISO 27001, allowing 
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registration for the DAC services supporting HCP/GPs in their prescribing role 
reducing errors, preventing oversubscribing but equally supporting efficient 
seamless transition in care across all health services in patient and community 
care. 

3.14.2 Unique additional Myqufora@ follow up service supporting and empowering 
HCPs, GPs and end users/patients in their irrigation journey ensuring 
compliance, retention therefore reducing emergency admissions. 

3.14.3 The unique innovative Qufora@ Decision Guide ensures right product for the 
right patient, with enhanced follow-up, which potentially leads to better 
adherence and as a result less wastage of products, which may help to drive 
cost efficiency within the NHS (North — North East and Yorkshire). The Bowel 
Interest group (2021) report on the importance of adherence shows that correct 
training and follow-up is essential to help support good patient outcomes. 

3.14.4 Continuity of support with a unique and focussed DAC provision in the form of 
additional telehealth specialist services (Myqufora@), clinical nursing support 
and pathway for NHS prescribers and patients (Patient pathway — Supporting 
Documentation Clause 1.5 and myqufora@— Supporting Documentation 
Clause 1.8.1) this would be unique within the North — North East and 
Yorkshire. 

3.14.5 In terms of patients with specific needs and difficulties in accessing a DAC the 
geographical location of this application offers greater patient choice within the 
geographical area bearing in mind there is an increasing patient cohort of 
approximately 270,000 individuals who suffer from faecal dysfunctions who 
would have improved access to this service within their locality i.e. not 75 miles 
away. 

3.15 References: 

 NICE Peristeen Trans anal irrigation system for managing bowel dysfunction 
(2018) https://www.nice.org.uk/guidance/mtg36 
 

 Cost of constipation report, Bowel Interest group, 2020 
https://bowelinterestgroup.co.uk/resources/cost-of-constipation-report-2020/ 
 

 Emmanuel A, et al, Development of a Decision Guide for Trans anal Irrigation in 
bowel disorders (2019) Gastrointestinal Nursing, Vol 17, No 7 

4 Summary of Representations 

This is a summary of representations received on the appeal. 

4.1 BOOTS UK LTD 

4.1.1 In addition to the comments Boots made with regards [sic] to the initial 
application, Boots notes that the Applicant confirms that the Dispensing 
Appliance Contract (DAC) they wish to secure, is for the supply of speciality 
items. It is Boots belief that DAC supply countrywide to patients, yet the appeal 
states that the secured improvement and better access element of the 
regulation would be met as the next accessible DAC is 75 miles away. They 
also state that this would be the only DAC/pharmacy that specialises in this 
type of supply, so how do patients throughout England currently access such 
products? Boots suggest that all patients requiring such products are currently 
doing so either via their current pharmacy or via a DAC who delivers direct.  

4.1.2 There is reference to a cohort of 270,000 individuals within the geographical 
location of the application who suffer from a condition that may require one of 

https://www.nice.org.uk/guidance/mtg36
https://bowelinterestgroup.co.uk/resources/cost-of-constipation-report-2020/
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these speciality items. Boots do not believe that these patients are not having 
their prescription needs fulfilled currently. Boots have not seen any other 
applications of this type suggesting that a need has not been identified 
elsewhere? It is Boots belief that not all patients suffering from such conditions 
live in this locality so surely we would expect to see applications all over 
England if this was the case? 

4.1.3 Boots have no further comments with regards [sic] to this appeal but 
respectfully ask that NHS Resolution inform them of the decision in due course 
and would wish to attend an oral hearing should it be deemed necessary to 
hold one. 

In a letter dated 7 July 2022 to NHS England, Boots UK Ltd stated: 

4.1.4 Boots note that the Applicant is applying to secure an unforeseen benefit by 
means of a Dispensing Appliance Contract (DAC).  

4.1.5 The Applicant appears to be applying for a DAC to be able to supply a niche 
range of products. Boots believe that these products are listed in the Drug Tariff 
and are unaware of difficulties in such products being supplied by any of their 
pharmacies or out in community. Boots are unsure from the supporting 
documents within the application, what the prescribing figures are and 
therefore fail to understand what the unforeseen benefit would be should this 
be granted. DAC supply many appliances to patients, but this application 
appears to be specifying the need to supply certain products only.  

4.1.6 Boots would always try to support patients and make sure that they are aware 
of how to use their appliances and work with the local GP surgeries and 
specialist nurses if appropriate. If these niche products are being prescribed, 
Boots would expect that specialists would also be working with their patients 
to ensure these products are right for them and how they should be used 
correctly  

4.1.7 In conclusion Boots submit that the application should be refused as it will not 
confer significant benefits on persons in the area of the relevant Health and 
Wellbeing Board which were not foreseen when the relevant Pharmaceutical 
Needs Assessment was published. 

4.1.8 Please be aware that Boots may wish to make further representations at a later 
stage and attend any oral hearing that may be held. 

5 Regulation 22 The Pharmaceutical Needs Assessment (PNA) 

5.1 Regulation 22 of the NHS (Pharmaceutical and Local Pharmaceutical Services) 
Regulations 2013 (“the Regulations”) states that the relevant Pharmaceutical Needs 
Assessment ("PNA") for the purpose of determining a pharmacy application is the PNA 
that is current at the time NHS Resolution makes the determination unless the only way 
to determine the application justly is with regard to an earlier PNA.  Regulations 5 and 
6 envisage there will be a revised PNA published by each Health and Wellbeing Board 
regularly.  NHS Resolution noted that the original decision of NHS England in this 
matter was taken in relation to an earlier PNA.  

5.2 In the interests of transparency and fairness, NHS Resolution sought to rely on the 
discretion afforded in paragraph 7 of Schedule 3 of the Regulations to vary the normal 
procedures and to add an additional round of representations and observations on this 
matter.  

6 Representations on Regulation 22 

No representations were received on Regulation 22. 
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7 Observations on representations 

No observations were received. 

8 Consideration 

8.1 The Pharmacy Appeals Committee (“the Committee”), appointed by NHS Resolution, 
had before it the papers considered by NHS England, together with a plan of the area 
showing existing pharmacies and doctors’ surgeries and the location of the proposed 
pharmacy. 

8.2 It also had before it the responses to NHS Resolution’s own statutory consultations. 

8.3 On the basis of this information, the Committee considered it was not necessary to hold 
an Oral Hearing. 

8.4 Up to 30 June 2022, NHS England directly commissioned NHS pharmaceutical 
services for pharmacy contractors.  Since 1 July 2022, it has been possible for 
Integrated Care Boards to take on delegated responsibility for the commissioning of 
pharmaceutical services. NHS England made the decision which is the subject of this 
appeal. NHS Resolution will issue this decision to NHS England and it is for NHS 
England to inform the relevant Integrated Care Board if commissioning of NHS 
pharmaceutical services has already been delegated to the Integrated Care Board in 
the area relevant to this appeal. 

8.5 The Committee had regard to the National Health Service (Pharmaceutical and Local 
Pharmaceutical Services) Regulations 2013 (“the Regulations”).  

Regulation 31 

8.6 The Committee first considered Regulation 31 of the Regulations which states: 

(1) A routine or excepted application, other than a consolidation application, must be 
refused where paragraph (2) applies. 

(2) This paragraph applies where -  

(a) a person on the pharmaceutical list (which may or may not be the applicant) 
is providing or has undertaken to provide pharmaceutical services ("the 
existing services") from -  

(i) the premises to which the application relates, or 

(ii) adjacent premises; and 

(b) the NHSCB is satisfied that it is reasonable to treat the services that the 
applicant proposes to provide as part of the same service as the existing 
services (and so the premises to which the application relates and the existing 
listed chemist premises should be treated as the same site). 

8.7 The Committee noted that the Applicant had not provided any information in the 
application form on this point but the Committee noted that the wording of the 
application form only required the Applicant to include information in the relevant 
section if the proposed premises were adjacent to, or in close proximity to, another 
pharmacy or dispensing appliance contractor premises. The Committee considered it 
reasonable to determine that the lack of information in the application form on this point 
when read with the wording of the application form allowed it to be reasonably satisfied 
that the Applicant considered that the proposed premises were not adjacent to, or in 
close proximity to, another pharmacy or dispensing appliance contractor premises.   
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8.8 The Committee noted that NHS England, in its decision had stated that Regulation 31 
“is met” and that whilst this had not been disputed either on appeal or in subsequent 
representations, the Committee was slightly confused by the terminology used by NHS 
England.  On the basis of no argument to the contrary, the Committee determined that 
it was not required to refuse the application under the provisions of Regulation 31. 

8.9 The Committee noted that, if the application were granted, the successful Applicant 
would - in due course - have to notify NHS England of the precise location of its 
premises (in accordance with paragraph 31 of Schedule 2).  Such a notification would 
be invalid (and the Applicant would not be able to commence provision of services) if 
the location then provided would (had it been known now) have led to the application 
being refused under Regulation 31.  

Regulation 18 

8.10 The Committee noted that this was an application for “unforeseen benefits” and fell to 
be considered under the provisions of Regulation 18 which states: 

"(1) If— 

(a) the NHSCB receives a routine application and is required to determine 
whether it is satisfied that granting the application, or granting it in 
respect of some only of the services specified in it, would secure 
improvements, or better access, to pharmaceutical services, or 
pharmaceutical services of a specified type, in the area of the relevant 
HWB; and 

(b) the improvements or better access that would be secured were or was 
not included in the relevant pharmaceutical needs assessment in 
accordance with paragraph 4 of Schedule 1, 

in determining whether it is satisfied as mentioned in section 129(2A) of the 
2006 Act (regulations as to pharmaceutical services), the NHSCB must have 
regard to the matters set out in paragraph (2).  

(2) Those matters are— 

 
(a) whether it is satisfied that granting the application would cause 

significant detriment to— 

(i) proper planning in respect of the provision of pharmaceutical 
services in the area of the relevant HWB, or 

(ii) the arrangements the NHSCB has in place for the provision of 
pharmaceutical services in that area; 

(b) whether, notwithstanding that the improvements or better access were 
not included in the relevant pharmaceutical needs assessment, it is 
satisfied that, having regard in particular to the desirability of— 

(i) there being a reasonable choice with regard to obtaining 
pharmaceutical services in the area of the relevant HWB 
(taking into account also the NHSCB’s duties under sections 
13I and 13P of the 2006 Act (duty as to patient choice and duty 
as respects variation in provision of health services)), 

(ii) people who share a protected characteristic having access to 
services that meet specific needs for pharmaceutical services 



 

19 

 

that, in the area of the relevant HWB, are difficult for them to 
access (taking into account also the NHSCB’s duties under 
section 13G of the 2006 Act (duty as to reducing inequalities)), 
or 

(iii) there being innovative approaches taken with regard to the 
delivery of pharmaceutical services (taking into account also 
the NHSCB’s duties under section 13K of the 2006 Act (duty to 
promote innovation)), 

granting the application would confer significant benefits on persons in 
the area of the relevant HWB which were not foreseen when the 
relevant pharmaceutical needs assessment was published; 

(c) whether it is satisfied that it would be desirable to consider, at the same 
time as the applicant’s application, applications from other persons 
offering to secure the improvements or better access that the applicant 
is offering to secure; 

(d) whether it is satisfied that another application offering to secure the 
improvements or better access has been submitted to it, and it would 
be desirable to consider, at the same time as the applicant’s 
application, that other application; 

(e) whether it is satisfied that an appeal relating to another application 
offering to secure the improvements or better access is pending, and it 
would be desirable to await the outcome of that appeal before 
considering the applicant’s application; 

(f) whether the application needs to be deferred or refused by virtue of any 
provision of Part 5 to 7. 

(g) whether it is satisfied that the application presupposes that a gap in 
pharmaceutical services provision has been or is to be created— 

(i)  by the removal of chemist premises from a pharmaceutical list 
as a consequence of the grant of a consolidation application, 
and 

(ii)  since the last revision of the relevant HWB's pharmaceutical 
needs assessment other than by way of a supplementary 
statement. 

(3) The NHSCB need only consider whether it is satisfied in accordance with 
paragraphs (2)(c) to (e) if it has reached at least a preliminary view (although 
this may change) that it is satisfied in accordance with paragraph (2)(b)." 

8.11 The Committee considered that Regulation 18(1)(a) was satisfied in that it was required 
to determine whether it was satisfied that granting the application, or granting it in 
respect of some only of the services specified in it, would secure improvements, or 
better access, to pharmaceutical services, or pharmaceutical services of a specified 
type, in the area of the relevant HWB. 

8.12 The Committee went on to consider whether Regulation 18(1)(b) was satisfied, i.e. 
whether the improvements or better access that would be secured if the application 
was granted were or was included in the PNA in accordance with paragraph 4 of 
Schedule 1 of the Regulations. 

8.13 Paragraph 4 of Schedule 1 requires the PNA to include: “a statement of the 
pharmaceutical services that the HWB had identified (if it has) as services that are not 
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provided in the area of the HWB but which the HWB is satisfied (a) would if they were 
provided….secure improvements or better access, to pharmaceutical services… (b) 
would if in specified future circumstances they were provided…secure future 
improvements or better access to pharmaceutical services…” (emphasis added). 

8.14 The Committee noted that the Applicant had based its application on the 2018 PNA but 
that the HWB had issued a 2022 version of the PNA in October 2022 (the “2022 PNA”). 

8.15 The Committee considered that there were two related issues that it needed to 
determine in relation to the PNA.  It needed to determine which PNA was the relevant 
PNA for the purposes of Regulation 22 and whether the relevant PNA had identified 
the improvements or better access that the application was looking to secure. 

8.16 In considering these issues, the Committee would have regard to any comments made 
by the parties. 

8.17 The Committee considered that the starting point as set out in Regulation 22 was that 
the relevant PNA was the PNA of the relevant HWB that is current at the time that the 
decision is taken.  There is no dispute that the 2022 PNA is the current PNA. 

8.18 The Committee considered the 2022 PNA prepared by Northumberland HWB, 
conscious that the document provides an analysis of the situation as it was assessed 
at the date of publication.  The Committee bears in mind that, under regulation 6(2), 
the body responsible for the PNA must make a revised assessment as soon as 
reasonably practicable (after identifying changes that have occurred that are relevant 
to the granting of applications) unless to do so appears to be a disproportionate 
response to those changes.  Where it appears disproportionate, the responsible body 
may, but is not obliged to, issue a Supplementary Statement under regulation 6(3).  
Such a statement then forms part of the PNA. The Committee noted that 
Northumberland Health and Wellbeing Board had published a PNA in October 2022 
and that no supplementary statements had yet been published.  

8.19 The Committee noted that the location of the Dispensing Appliance Contractor (“DAC”) 
fell within the North locality of the Northumberland CCGs.  In section 3 “Demographics” 
the 2022 PNA stated: 

“The north of the county is very sparsely populated. The principal towns of Alnwick, 
and Berwick serve geographically large catchments. Many of the communities in this 
area are characterised by extreme physical remoteness, lack of services and rural 
disadvantage. This is one of the most sparsely populated areas of England.” 

8.20 The Committee noted that in Section 5 “Current provision – pharmaceutical services” 
under 5.2 “Essential Services” the 2022 PNA stated: 

Dispensing appliance contractors have a narrower range of services that they must 
provide: 

 Dispensing of prescriptions.  

 Dispensing of repeat prescriptions.  

 Delivery of appliances – delivery of certain appliances to the patient (in 
unbranded packaging), provide a supply of wipes and bags, and provide 
access to expert clinical advice.  

 Where the contractor cannot provide a particular appliance, signposting or 
referring a patient to another provider of appliances who can. 

8.21 The 2022 PNA goes on to state under 5.3 “Advanced Services”: 

There are two appliance advanced services that pharmacies and dispensing appliance 
contractors may choose to provide:  
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 appliance use reviews, and  

 stoma appliance customisation  

Stoma Appliance Customisation service ensures that stoma products are individually 
tailored to a patient’s needs ensuring that a close fitting product is supplied. Extra 
training and specialisation is required to provide this service, and therefore it tends to 
be provided by specialist appliance companies.  

The Appliance Review Service is intended to help patients make best use of their 
appliances. Training for pharmacists to perform this service is difficult to access, and 
therefore when provided in a pharmacy it tends to be done by trained appliance 
specialists. 

8.22 The Committee noted the consideration of DACs as follows: 

5.8 Dispensing appliance contractors  

Some patients may choose to have appliances supplied by appliance contractors. 
Although there are no dispensing appliance contractors located within Northumberland, 
these products are usually delivered to the patient’s home, so distance to the dispenser 
is not an impediment to service. However, this may limit the ability of residents to 
access Appliance Use Review services to ensure that they get the most out of the 
appliances supplied. 

8.23 The Committee noted that the PNA makes express reference to a new appliance 
contractor applying within the Berwick area : 

More recently applications have been received for a new appliance contractor in 
Berwick ... The application for Berwick has been refused. Pharmacies are located 
primarily in areas of higher population density (See Maps 1 and 1a). There is more than 
one pharmacy in most market towns and in urban areas, allowing patient choice. 

8.24 The Committee noted the conclusion of the PNA that “There are currently adequate 
pharmacy services in North Locality, albeit that some services are dependent on 
supplementary hours” and further that “After considering all the elements of the PNA, 
Northumberland Health and Wellbeing Board concludes that there is adequate 
provision of NHS pharmaceutical services across Northumberland, apart from 
Cramlington which may have a future need for essential and additional pharmacy 
services, as the population expands.” 

8.25 The Committee noted that the overall conclusion of the 2022 PNA “Northumberland 
Health and Wellbeing Board concludes that there is adequate provision of NHS 
pharmaceutical services across Northumberland.” 

8.26 The Committee considered whether in this case it should have regard to an earlier 
PNA.  The Committee was of the view that no need had been identified for a pharmacy 
at this site either in the 2018 PNA or 2022 PNA.  The Committee considered that 
whichever PNA it had regard to it would not materially affect its decision. 

8.27 The Committee noted that the Applicant seeks to provide unforeseen benefits to those 
who require trans anal rectal irrigation in the area of the HWB and specifically in 
Berwick upon Tweed.  The Committee noted that the improvements or better access 
that the Applicant was claiming would be secured by its application were not included 
in the relevant PNA in accordance with paragraph 4 of Schedule 1. 

8.28 In order to be satisfied in accordance with Regulation 18(1), regard is to be had to those 
matters set out at 18(2).  The Committee's consideration of the issues is set out below. 

Regulation 18(2)(a)(i) 
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8.29 The Committee had regard to  

"(a) whether it is satisfied that granting the application would cause significant 
detriment to— 

(i) proper planning in respect of the provision of pharmaceutical services 
in the area of the relevant HWB" 

8.30 The Committee noted that NHS England had stated “not met” with regard to Regulation 
18(2)(a) and whilst the Committee was slightly confused by what NHS England actually 
meant by this statement, the Committee noted that it had not been disputed either on 
appeal or in subsequent representations.  On the basis of the information available, the 
Committee was not satisfied that, if the application were to be granted and the 
pharmacy to open, the ability of the NHS England thereafter to plan for the provision of 
services would be affected in a significant way. 

8.31 The Committee was therefore not satisfied that significant detriment to the proper 
planning of pharmaceutical services would result from a grant of the application. 

Regulation 18(2)(a)(ii) 

8.32 The Committee had regard to  

"(a) whether it is satisfied that granting the application would cause significant 
detriment to— … 

(ii) the arrangements the NHSCB has in place for the provision of 
pharmaceutical services in that area" 

8.33 The Committee noted that NHS England had again stated “not met” with regard to 
Regulation 18(2)(a) and again the Committee was unsure what NHS England had 
meant by this statement.  The Committee noted that the determination of NHS England 
had not been disputed either on appeal or in subsequent representations.  On the basis 
of the information before it, the Committee was not satisfied that significant detriment 
to the arrangements currently in place for the provision of pharmaceutical services 
would result from a grant of the application. 

8.34 In the absence of any significant detriment as described in Regulation 18(2)(a), the 
Committee was not obliged to refuse the application and went on to consider 
Regulation 18(2)(b). 

Regulation 18(2)(b) 

8.35 The Committee had regard to  

"(b) whether, notwithstanding that the improvements or better access were not 
included in the relevant pharmaceutical needs assessment, it is satisfied that, 
having regard in particular to the desirability of— 

(i) there being a reasonable choice with regard to obtaining 
pharmaceutical services in the area of the relevant HWB (taking into 
account also the NHSCB’s duties under sections 13I and 13P of the 
2006 Act (duty as to patient choice and duty as respects variation in 
provision of health services)), 

(ii) people who share a protected characteristic having access to services 
that meet specific needs for pharmaceutical services that, in the area 
of the relevant HWB, are difficult for them to access (taking into 
account also the NHSCB’s duties under section 13G of the 2006 Act 
(duty as to reducing inequalities)), or 
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(iii) there being innovative approaches taken with regard to the delivery of 
pharmaceutical services (taking into account also the NHSCB’s duties 
under section 13K of the 2006 Act (duty to promote innovation)), 

granting the application would confer significant benefits on persons in the area 
of the relevant HWB which were not foreseen when the relevant 
pharmaceutical needs assessment was published" 

Regulation 18(2)(b)(i) to (iii) 

8.36 The Committee had regard to the location of existing pharmacies and GP surgeries as 
provided on a map by NHS England which had not been disputed.   

8.37 The Committee noted the Applicant’s comments that within the Northumberland HWB 
there is no DAC and that the closest DAC offering the service that it is proposing is 
over 75 miles away, located in another HWB. 

8.38 The Applicant believes that a DAC in the HWB will enable it to provide advice and care 
specific to those who require TAI/RI closer to home.  The Committee noted the 
statement from the Applicant that the “geographical location of this application offers 
greater patient choice within the geographical area”.  The Committee noted that the 
Applicant had provided no information to support this statement as to why a DAC based 
in Berwick upon Tweed and at this specific location would offer a greater choice within 
the geographical area.  The Committee noted that there was nothing provided to 
demonstrate that patients were experiencing difficulties in accessing TAI/RI in this area 
either on foot or via public or private transport or why a DAC would improve access for 
these patients.  The Committee noted that there was nothing provided with regard to 
physical access in the area of the HWB which demonstrated that those who required 
TAI/RI were not having their prescriptions fulfilled.   

8.39 The Committee noted that due to the nature of the service provided, the appliances are 
able to be delivered to patients across the country from any specific DAC as well as 
through other pharmacies.   The Committee was mindful that existing DACs do not limit 
their services by local geography.  The Committee noted that no information had been 
provided by the Applicant to show that the existing pharmacies or DACs were not 
providing the relevant appliances or that patients were experiencing difficulties in 
accessing these services from the existing pharmacies in the HWB or from DACs in 
other HWBs.   

8.40 The Applicant proposes to provide a specialised service in the form of trans anal 
irrigation and has developed the use of various specialist appliances.  The Committee 
noted the information from the Applicant with regard to the number of potential patients 
in the HWB who required this service.  The Committee noted the comments from Boots 
that if there were that many patients requiring this service then it would be of a large 
scale emergency and there are no reports that any of these patients are currently 
unable to access the appliances that they require.  The Committee noted that the 
comments from Boots had not been disputed.  The Committee was mindful that there 
was nothing provided to demonstrate that existing DACs or pharmacies were not 
currently offering this service or that patients wishing to access the services proposed 
are currently experiencing any difficulties. 

8.41 The Committee was of the view that there is already reasonable choice with regard to 
obtaining pharmaceutical services in the area of the relevant HWB, such that it was not 
satisfied that, having regard to the desirability of there being a reasonable choice with 
regard to obtaining services, granting the application would confer significant benefits 
on persons. 

8.42 In considering Regulation 18(2)(b)(ii) the Committee reminded itself that it was required 
to address itself to people who share a protected characteristic under the Equality Act 
2010 (age, disability, gender reassignment, marriage and civil partnership, pregnancy 
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and maternity, race, religion or belief, sex, sexual orientation) having access to services 
that meet specific needs for pharmaceutical services that, in the relevant area, are 
difficult for them to access.  The Committee identified that accessing a DAC and in 
particular accessing trans anal irrigation products might be for people with protected 
characteristics, based on age and disability, particularly due to the nature of the 
services that DACs offer. 

8.43 Whilst the Committee accepted that there were always people in an area who share a 
protected characteristic, for the reasons set out above with regard to the lack of 
information with regard to access, the Committee was of the view that it had very little 
information before it as to how the DAC would be of benefit.  The Committee noted that 
there was very little information provided regarding those who may share a protected 
characteristic.  The Committee was of the view that it was not sufficient to make 
speculative assumptions as to how many such patients there may be, what their needs 
were and what the difficulties might be. The Committee was therefore not satisfied that, 
having regard to the desirability of people who share a protected characteristic having 
access to services that meet specific needs for pharmaceutical services that are difficult 
for them to access, granting the application would confer significant benefits on 
persons. 

8.44 In considering Regulation 18(2)(b)(iii) the Committee had regard to the desirability of 
innovative approaches to the delivery of pharmaceutical services. In doing so, the 
Committee would consider whether there was something more over and above the 
usual delivery of pharmaceutical services that might be expected from all pharmacies, 
some ‘added value’ on offer at the location. 

8.45 The Committee was of the view that, although the products might be considered 
innovative and “new” there are already appliances that patients are able to be 
prescribed and have access to.  The Committee noted the comments from the 
Applicant with regard to the various services that they would be providing and how they 
would be working in conjunction with healthcare professionals.  The Committee was of 
the view that any pharmacy or DAC that was supplying such appliances would already 
be working in conjunction with the prescriber and the patient and was of the view that 
this was not innovative. 

8.46 The Committee was not satisfied that, having regard to the desirability of there being 
innovative approaches taken with regard to the deliverability of pharmaceutical 
services, granting the application would confer significant benefits on persons. 

Regulation 18(2)(b) generally 

8.47 The Committee has considered whether there are any other factors that would confer 
significant benefits including on patients who share protected characteristics. The 
Committee had regard to the need to eliminate discrimination and advance equality of 
opportunity and foster good relations between these patients and those who do not 
share their protected characteristics. 

8.48 Whilst the Committee noted the information provided by the Applicant with regard to 
the products that it would be providing and supplying and how they should be used, the 
Committee was mindful that there was very little information provided by the Applicant 
to demonstrate that there was a need for this appliance within the HWB to such an 
extent that the application should be granted.  The Committee further noted that there 
was nothing provided which demonstrated that this application would offer 
improvements or better access to those who are currently needing TAI/RI or may need 
use of these appliances in the future. 

8.49 The Committee was of the view that in accordance with Regulation 18(2)(b) the 
granting of this application would not confer significant benefits on persons in the area 
of the HWB which were not foreseen when the PNA was published. 
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Other considerations 

8.50 Having determined that Regulation 18(2)(b) had not been satisfied, the Committee did 
not need to have regard to Regulation 18(2)(c) to (e). 

8.51 No deferral or refusal under Regulation 18(2)(f) was required in this case. 

8.52 The Committee had regard to Regulation 18(2)(g) and found no reason that required it 
to refuse the application under this regulation. 

8.53 The Committee considered whether there were any further factors to be taken into 
account and concluded that there were not. 

8.54 The Committee was not satisfied that the information provided demonstrates that there 
is difficulty in accessing current pharmaceutical services such that a pharmacy at the 
proposed site would provide better access to pharmaceutical services. 

8.55 Pursuant to paragraph 9(1)(a) of Schedule 3 to the Regulations, the Committee may: 

8.55.1 confirm NHS England’s decision; 

8.55.2 quash NHS England’s decision and redetermine the application; 

8.55.3 quash NHS England’s decision and, if it considers that there should be a further 
notification to the parties to make representations, remit the matter to NHS 
England. 

8.56 Although the Committee has reached the same conclusion to that of NHS England, it 
has done so for different reasons and has based the decision on the PNA that is current 
at the time of this decision.  In those circumstances the Committee determined that the 
decision of NHS England must be quashed.  

8.57 The Committee went on to consider whether there should be a further notification to 
the parties detailed at paragraph 19 of Schedule 2 of the Regulations to allow them to 
make representations if they so wished (in which case it would be appropriate to remit 
the matter to NHS England) or whether it was preferable for the Committee to 
redetermine the application. 

8.58 The Committee noted that representations on Regulation 18 had been sought from 
parties by NHS England and representations had already been made by parties to NHS 
England in response.  These had been circulated and seen by all parties as part of the 
processing of the application by NHS England.  The Committee further noted that when 
the appeal was circulated representations had been sought from parties on Regulation 
18. 

8.59 The Committee concluded that further notification under paragraph 19 of Schedule 2 
would not be helpful in this case. 

9 DECISION 

9.1 The Pharmacy Appeals Committee (“Committee”), appointed by NHS Resolution, 
quashes the decision of NHS England, for the reasons given above, and redetermines 
the application. 

9.2 The Committee concluded that it was not required to refuse the application under the 
provisions of Regulation 31. 

9.3 The Committee has considered whether the granting of the application would cause 
significant detriment to proper planning in respect of the provision of pharmaceutical 
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services in the area covered by the HWB, or the arrangements in place for the provision 
of pharmaceutical services in that area and is not satisfied that it would; 

9.4 The Committee determined that the application should be refused on the following 
basis: 

9.4.1 In considering whether the granting of the application would confer significant 
benefits, the Committee determined that – 

9.4.1.1 there is already a reasonable choice with regard to obtaining 
pharmaceutical services; 

9.4.1.2 there is no evidence of people sharing a protected characteristic 
having difficulty in accessing pharmaceutical services; and 

9.4.1.3 there is no evidence that innovative approaches would be taken with 
regard to the delivery of pharmaceutical services; 

9.4.2 Having taken these matters into account, the Committee is not satisfied that 
granting the application would confer significant benefits as outlined above that 
would secure improvements or better access to pharmaceutical services. 
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