

Northern Pharmacies Ltd Trust Fund
Weight Management Service
Proposed Pilot Service Specification
Contents
Context	2
Obesity	2
Current Obesity Policies	2
Anti-Obesity Medications (AOMs)	3
A Pharmacy First Model for delivery	3
Northern Pharmacies LTD Trust Fund (NPLTF)	5
Proposed Pilot Service	5
Aims and Objectives	6
Aims	6
Objectives	6
Methods	7
Service and Evaluation Pathway Overview	7
Pharmacy Site Selection	8
Training and Accreditation	8
Patient Identification and Enrolment	8
Exclusion Criteria:	8
Cautions:	9
Evaluation Framework	9
Data Collection	9
Data Analysis	11
Report	11
Estimate Costings	12
Medication Costs	12
Pharmacists’ Time and Wrap Around Care Costs	12
PGD and Database Development Costs	12
Additional Set-up Costs	12
Total Costs	13
References	14



[bookmark: _Hlk200544709]Executive Summary
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Obesity 
Obesity is a World-Wide public health crisis that national Health Services struggle to manage.   Obesity is a cause of significant morbidity and mortality and impacts adversely on health budgets at a time when budgets find it difficult to address expanding demand.    

In N. Ireland 37% of the population is overweight and 25% is obese.   Recently DoH announced the establishment of a Regional Obesity Management Service (ROMS) to address this crisis and to bring N. Ireland into line with other UK regions with regards services for patients with obesity.   Core to this will be the use of effective Anti-Obesity Medicines (AOMs) such as trizapetide.   

To do this at scale will be a challenge for the N. Ireland Health Service certainly within its existing service framework.   It is suggested that only through an innovative approach, such as harnessing the opportunities offered by the GLP-1s, and the accessibility of the community pharmacy network can we meaningfully tackle the current levels of obesity in the community and do this in a  way that is fair and equitable.

Northern Pharmacies Ltd Trust Fund (NPLTF) is a charity set up to promote the development of community pharmacy in N. Ireland in the interests of the population.     NPLTF is proposing to part-fund a pilot pharmacy-based obesity management service that will provide behavioural change support and AOMs to patients with a BMI of 35 or over and who suffer from one co-morbidity. The primary objective of the intervention is to affect a 10% weight-loss in all participants at 12 months and to maintain this at 5% at 24 months. 

The pilot will involve 10 community pharmacies chosen from across N. Ireland and who each will enroll 20 patients (200 patients in total).  Patients will be followed up for 24 months.  In the initial 12 months they will be provided with intense support to effect behavoiural change in diet and exercise and will be prescribed trizapetide.   After 12 months clients will continue to be supported for a further 12 months.

A report will be produced on the outcomes of the pilot and this report will be designed to inform policy decisions on future service activity.

NPLT is seeking interested parties to take this pilot forward.  We believe that this is in the interest of the many patients who are currently living with obesity in our communities.

Sheelagh Hillen OBE
Chair NPLTF
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There is increasing worldwide recognition that there is an a World-wide ‘obesity epidemic’ and that it poses one of the biggest public health challenges facing public health today. Obesity is defined by the World Health Organisation (faced by National Governments.  WHO) defines obesity as a “…chronic complex disease defined by excessive fat deposits that can impair health”1. Patients are diagnosed with obesity ifwhen they have a BMI of 30 or more. The term ‘overweight’ is used to describe those with a body mass index (BMI) of 25 or more.
The levelsLevels of obesity worldwide have more than doubled since 1990.  In 2022, more thanover 2.5 billion adults globally were overweight and of these, 890 million were obese 1.  It is estimated that if current trends continue, then approximately one billion adults worldwide will be obese by 20302. Currently in Northern Ireland, almost two-thirds of the adult population are overweight (37%) or obese (28%)3,4. Being overweight or obese can lead to chronic illness – resulting in increased morbidity and mortality.
 It has beenis estimated that life expectancy is reduced by an average of two to four years for people with a BMI of 30 to 35, and eight to ten years for those with a BMI of 40 to 505. Obesity is a risk factor for many diseases including; type 2 diabetes, coronary heart disease and many types of cancer, as well as contributing to the prevalence of conditions such as osteoarthritis, infertility, depression, and respiratory issues including sleep apnoea 6,7,8. It can also have a significant impact uponon mental health9. The related health-care costs are consequently substantial.  UK-wide NHS costs attributable to being overweight and obese are projected to reach almost £10 billion by 2050 with wider costs to society and the economy estimated to reach £49.9 billion per year according to the Department of Health’s (DOH) obesity projections10, 11,12. 
The WHO asserts that obesity is not just an indication of imbalanced nutrition and reduced physical activity but the result of societal and environmental changes. This includes reductions in physical activity due to advances in technology and lack of access to affordable healthy foods13. ‘Western’ diets have moved towards higher consumption of refined carbohydrates and saturated fats, in the context ofwith lower consumption of fruit and vegetables14. Obesity is a disease that results from the body’s natural response to an unnatural environment, an environment where calorie-dense foods are available, on demand, with fewer calories expended in their procurement15. Obesity and its associated morbidities are preventable lifestyle diseases which can and should be treated as such. In addition, there is growing recognition that obesity is a chronic disease that often requires lifelong management.1
[bookmark: _Toc208257937]Current Obesity Policies
Moving on from
Following the ‘Fitter Future for All’ policy, the DOH ‘Healthy Futures’ strategic framework aims to improve public health and wellbeing in Northern Ireland and has a particular focus on the prevention and management of obesity16. Using a ‘whole systems approach’ encompassing public health interventions, clinical treatment and collaborations across various sectors and organisations, it aims to reduce the percentage of people with obesity, the harm associated with obesity, and the prevalence of non-communicable diseases related to obesity. 
The goal is to empower people to make healthyhealthier choices, improve their diets and activity levels, whilst creating an environment conducive to supporting this. The DOH has also recently finished a public consultation on a proposed Regional Obesity Management Service (ROMS) for Northern Ireland, which is proposed as a crucial component of the Healthy Futures framework17. Health Minister Mike Nesbitt has stated that:
 “Supporting and enabling people to improve their health and wellbeing is a key objective of my department. Not only will this help to make our population healthier, which will improve wellbeing and ensure better quality of life for our citizens; but it will also help to reduce demand on our health and social care services, which are coming under increasing and sustained pressure16.” 
Despite the major challenges with addressing obesity, it is clear that it remains high on the list of the Executive and the DOH’s priorities.
[bookmark: _Toc208257938]Anti-Obesity Medications (AOMs)

There are a number of AOMs that are currently licensed for the treatment of obesity (and overweight) in the UK. In December 2024, the UK National Institute for Health and Care Excellence (NICE) recommended the use of tirzepatide (Mounjaro®) in the primary care setting (or specialist weight management services) for the management of those who are overweight and living with obesity18. Another AOM licensed currently in the UK is semaglutide (Wegovy®), however, NICE guidance currently recommends that it’s use is limited to specialist weight management services (see Table 1 below) 19. 
For tirzepatide, NICE recommends that it should be prescribed in addition to a reduced-calorie diet and increased physical activity to adults who have an initial BMI of 35 kg/m2 or more and at least 1 weight-related comorbidity. Data from clinical trials suggestssuggest that tirzepatide (along with dietary changes and exercise support) is more effective when compared with dietary changes and exercise support alone20. There has also been recent evidence and indirect comparisons that suggests tirzepatide is more effective when compared with semaglutide18, 20, 21.
Although the Medicines and Healthcare products Regulatory Agency (MHRA) has licensed tirzepatide  for use in adults with a BMI of at least 27 kg/m2 and at least 1 weight-related co-morbidity, or a BMI of 30 without associated co-morbidities, NICE guidance recommends that the most cost-effective approach for NHS resources would includebe an initial BMI of at least 35 kg/m2 and at least 1 weight-related comorbidity18. 
It has been estimated that approximately 3.4 million patients in England would be suitable for treatment under thethese NICE eligibility criteria set out by NICE guidance..  Due to the large number of eligible patients and current lack of resources however, NHS England on behalf of Integrated Care Boards (ICBs) and NHS providers, requested a “funding variation request,”, which was accepted by NICE22.   In the primary care setting in England, ICBs are required to fund the prescribing of tirzepatide (Mounjaro®) for obesity treatment (as an alternative to current options such as the NHS digital weight management programme or local interventions23). The treatment will be available in England to prioritised cohorts with the first cohort includingfor patients with a BMI of at least 40 kg/m2 and four qualifying weight-related co-morbidities (see Table 1 below).  There is as yet no guidance in N. Ireland for Health Service prescribing of tirzepatide for management of obesity alone.  It is prescribable for the management of diabetes mellitus. 
Table 1: Summary of Licensing and Guidance Thresholds for tirzepatide (Mounjaro®) Eligibility
	
	BMI lower limit for inclusion
	Recommended number of weight-related comorbidities 

	MHRA product licensing for tirzepatide (Mounjaro®) 
	>27 kg/m2 
	One or more 
(or none if BMI is >30 kg/m2 )

	NICE guidance (TA1026) recommendations 
	>35 kg/m2 
	One or more

	NHS England variation request- initial roll out eligibility 
	>40 kg/m2 
	Four or more
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A Pharmacy First Model for delivery 

Recent data estimates that over 1.45 million adults in the UK are currently accessing AOMs privately, mostly through online pharmacies24.   In comparison, in the UK approximately 200,00025 patients have had access to these GLP-1 treatments via the NHS, however, the majority are prescribed primarily for the management of type -2 -diabetes. With strict criteria and limited access via the NHS to-date, this raises the concernconcerns of health inequalities and the potential impact this restricted access will have on further widening the inequality gap.   Delays in health that already exists in Northern Ireland. Further delays, and restrictions inon, the roll out of these medications as recommended by NICE, to eligible patients, who cannot unable to afford private treatment, will likely contribute to the growing health inequalities in NI.   Obesity has been strongly linked with deprivation status and as noted in a recent Institute of Public Health report “…socially disadvantaged communities [are] experiencing an excess of obesity-related harms” 26. 
WraparoundWrap-around services that provide advice on diet and exercise as well as psychological support have been shown to improve adherence to AOM, long-term weight loss and clinical safety,27,28,29,30. According to NICE, and interim NHS England guidance, wraparoundwrap-around care must include, as a minimum, nutritional advice, physical activity guidance, and behavioural support over at least nine months18,22.
 Community pharmacies are well positioned to provide these wraparoundwrap-around support services during monthly face-to-face reviews, aligning with medication supply and ensuring consistent patient monitoring. A further Quality Standard (QS212) published by NICE in August 2025 recommends that patients who have been prescribed tirzepatide should receive support after stopping treatment. It is recommended that they should;
 “receive feedback and monitoring at regular intervals for a minimum of 1 year [post-stopping treatment] so they can get help if they are not maintaining changes” 31.

Tony Blaire Institute Report
A recent report by the Tony Blair Institute (TBI) for Global change argues that NHS England’s proposed multi-disciplinary team (MDT) care model25 which includes consultants/GPs, dieticians, nurses, pharmacists, healthcare assistants and psychologists is very resource intensive, expensive and likely impractical to deliver at scale the roll out of AOMS given the large number of eligible patients and current primary care capacity pressures.  The proposed MDT model for wrap-around care has been based on Eli Lilly’s SURMOUNT-1 trial of Tirzepatide19tirzepatide19, with the cost in the first year per patient estimated at more than £1,200– which is equivalent to the annual cost of the medication itself. 
With a slow roll out, using extensive resources, access to AOM’s will largely continue to be determined by the patient’s ability to pay privately for treatment.   Adopting a similar approach in Northern Ireland, would inevitably lead to widening of the health inequality gap. The authors of the 2025 TBI report25 highlight that “Prevention models need to meet people where they are: online, at home and in the high street, as well as at work” and advocates for the use of lower cost strategies for a more efficient and wider roll -out. They recommend that in the short-term existing Pharmacy First and GP data-sharing contracts should be used to initiate the roll out of AOMs 25. They suggest the use of online pharmacies for a faster roll -out, however, there have been  accepting concerns expressed over the level of wrap-around support provided by some private online pharmacies. There is also growing concern over 

Regulators have been actively monitoring and challenging the inappropriate use of weight loss injections especially those purchased online and without proper medical supervision and the potential forclinical governance to avoid serious adverse events, including hospitalisations and fatalities32,33. An accessible, practical and more economical approach could involve a commissioned service provide by community pharmacies. 
N. Ireland Community Pharmacy obesity management Service.
In Northern Ireland, community pharmacies serve as a major access point for healthcare, with an estimated 123,000 adults (9% of the population) visiting a pharmacy daily34. TheirThe role of the pharmacist has evolved beyond dispensing medicines to delivering public health interventions, supporting self-care, and promoting healthier lifestyles.  Community pharmacists are highly trained and ideally placed to, not only supply, but also deliver the wrap-around care required for the safe and effective use of AOMs.
A community ‘Pharmacy First’ approach to NHSHealth Service weight management services would be a more practical and cost-effective midway solution; easily accessible, face-to-face and capable of integrating both pharmacological and lifestyle interventions at a lower cost in comparison to the above intensive MDT model, whilst also avoiding some of the risks involved with unsupervised online prescribing or inadequate support. Furthermore, community pharmacists play an important role in building trust and relationships with patients which are crucial to improving health and wellbeing. These relationships help to empower patients, encourage better adherence to treatment plans and foster open communication. 
Adopting a ‘Pharmacy First’ approach for AOM initiation, supply and monitoring would make better use of currently limited NHS resources, whilst ensuring roll -out is more efficient and reaches those with greater health inequalities faster. Using established links with local GP surgeries, community pharmacies can work with practices to ensure patients with the greatest clinical need are targeted first and ensure GPs are kept informed and consulted where necessary (e.g. where additional monitoring of comorbidities is recommended).   For complex cases, or for those patients who require more specialised behavioural support, referral for a more intensive MDT approach (including dieticians and psychologists etc) could be recommended. Community Pharmacy access to the Northern Ireland Electronic Care Record (NIECR) during this pilot will be important and consideration should be given to the potential expansion of the current scope of access.will be important.  For example, having direct write access and access to additional patient data including information on co-morbidities would be beneficial for improving the care provided and communication with other healthcare professionals.
[bookmark: _Toc208257940]Northern Pharmacies LTD Trust Fund (NPLTF)

Northern Pharmacies Limited Trust Fund (NPLTF) aims to provideprovides funding and support to healthcare professionals, associations, institutions or charitable organisations with a connection to Pharmacy for training, research, education and innovative service development.  Our goal is to promote and advance the profession and pharmacy network in Northern Ireland and ultimately provide better health outcomes for the populations that they serviceserve. 
The proposed pilot service outlinedproposed in this document has been developed by the Innovative Service Development team on behalf of NPLTF whose priorities have included obesity for a number of years. It is envisaged that the costs associated with service development, database and PGD development, service delivery and the wrap -around support costs associated with the pilot scheme would be funded by the NPLTF.   It is proposed that if the project were to be supported by the DOH/SPPG that the treatment costs couldwould be funded by the DOH/SPPG or other agency. 
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This
The proposed pilot service aims to explore; design, implement and assess the implementationimpact of a community pharmacy-based weight -loss and lifestyle intervention in thoseover 12 months delivered from 10 community pharmacies to a cohort of 200 patients who have a BMI of 35 or more with at least one weight related co-morbidity (see Table 2 below). Tirzepatide (Mounjaro®) has been chosen as it is now accepted that it is more effective than the other licensed options and as it is recommended by NICE18 for use in primary care whereas semaglutide (Wegovy®) is only currently recommended for use in specialist weight management services.

Table 2: Qualifying co-morbidities22
	Atherosclerotic Cardiovascular Disease – ischaemic heart disease, cerebrovascular disease, peripheral vascular disease and heart failure. 

	Hypertension – requiring antihypertensives

	Dyslipidaemia – requiring lipid-lowering drugs (or high LDL, low HDL or high triglycerides*)

	Obstructive Sleep Apnoea – established diagnosis (via sleep clinic) with treatment indicated (e.g. CPAP)


*Eligible if low-density lipoprotein (LDL) ≥ 4.1 mmol/L, or high-density lipoprotein (HDL) <1.0 mmol/L for men or HDL<1.3 mmol/L for women, or fasting (where possible) triglycerides ≥1.7 mmol/L

As mentioned previously, tirzepatide (Mounjaro®) is licensed by the MHRA for those with a BMI of 27+ (who have at least one weight-related co-morbidity). Data from Northern Ireland shows that around two-thirds (64%) of adults were overweight (37%) or obese (28%)4 and so if the MHRA licensing was adopted in Northern Ireland the numbers eligible for this service could be substantial. NICE estimates that the most cost-effective approach for NHS resources would include an initial BMI of at least 35 kg/m2 and at least 1 weight-related comorbidity. Although NHS England commissioning guidance has started targeting patients with a BMI of 40 kg/m2 or greater and four weight-related co-morbidities in the first phase of their roll out in primary care, for the purposes of a pilot study this could be restrictive and may not produce a sample that reflects the entire group of patients that would likely be eligible for treatment in a future service. Therefore, it is proposed that this pilot should focus on those with a BMI of 35 kg/m2 and at least one weight related comorbidity which is in line with current NICE guidance. As this would be a pilot will have restricted numbers of patients (n=200), this was deemed appropriate. Restricting the pilot to patients with a higher BMI of 40 kg/m2 or greater and four co-morbidities may result in a sample that is less representative and therefore would be a limitation of the pilot study. It is also proposed that patients with diabetes would be excluded from this pilot as they may already be eligible for treatment as part of their diabetes care provided by the NHS. 

The pilot service will include the provision of the NICE-approved AOM Tirzepatide (Mounjaro®) including the initial assessment, counselling, follow-up and ongoing monitoring. In addition, community pharmacists will provide wraparoundwrap-around care includingon lifestyle, diet and exercise advice, as well as guidance and behaviour change strategies, to support patients with lifestyle behavioural change. 
The goalprimary outcome of the service is that patients achieve a weight loss of at least 10% of initial bodyweight within 12 months to ultimately improve health outcomes and slow or stop the progression of weight-related co-morbidities. 

[bookmark: _Toc208257942]Aims and Objectives
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The aim of this pilot service is to test the implementation of a community pharmacy-based weight loss and lifestyle behavioural change intervention to improve health and wellbeing. The service in doing so, also aims to delay (or stop) the progression of weight-related co-morbidities and make cost savings to the DOH by reducing treatment and management costs associated with obesity-related comorbidities and their associated complications. This pilot service aims to inform wider service development, and a potential roll out across the jurisdiction. 
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The primary objective of the pilot service is to determine/outcome is the percentage of patients who received treatment with tirzepatide (Mounjaro®) that have achievedachieve 10% weight loss at twelve months.
The secondary objectives are to assess:
· Percentage change in body weight from baseline to twelve months
· Percentage change in body weight at twenty four months
· Reductions in waist circumference (WC) from baseline to 12 months 
· Reductions in BMI from baseline to 12 months
· Changes in perceived quality of life between baseline and 12 months 
· Improvements in diet and activity levels between baseline and 12 months 
· Patient safety including reported side effects 
· Patient, pharmacist and GP acceptability of the proposed service model

[bookmark: _Toc208257945]Methods
[bookmark: _Toc208257946]Service and Evaluation Pathway Overview
1. Pharmacy site identification
a. 10 pharmacies will be selected to take part (see “Pharmacy site selection” later).
b. All pharmacies will undergo relevant training to equip them to deliver this service.
2. Patient identification and enrolment:
a. Suitable patients identified via GP or Pharmacist.
b. Patients provided with information about the pilot service and informed consent taken. 
c. Eligible, informed and consented patients enrolled into pilot.
3. Initial appointment:
a. Patient data, baseline health parameters and medical history recorded.
b. Baseline outcome data collected (quality of life, diet and exercise questionnaires administered).
c. Service and expectations discussed with patient.
d. Lifestyle and dietary advice provided.
e. Brief interventions delivered to support behaviour change (additional training will be provided to pharmacists).
f. Four -week supply of tirzepatide (Mounjaro®) medication provided (where clinically appropriate) alongside counselling and advice.
g. Eligible patients will begin weight loss journey (for those patients who are not eligible or where treatment has not been deemed to be suitable under this service specification, they will be supported with relevant lifestyle advice where appropriate and referred back to their GP to discuss alternative options if applicable).
4. Follow-up appointments during 12 months treatment period (carried out in-person with pharmacist once every four weeks for up to 12 months, or for the maximum tolerated treatment period):
a. Provision of further medication and dose titration up to maximum tolerated dose. 
b. Medication counselling and monitoring for adverse effects.
c. Co-morbidity medication management and liaison with GP (where required).
d. Health parameter measurements (weight, BMI, WC, BP).
e. Reinforcement of diet and lifestyle advice.
f. Brief interventions to support behaviour change.
5. Post-stopping treatment support (additional 12 months) (four additional sessions at 15, 18, 21 and 24 months to support patient with lifestyle/diet changes to help maintain weight loss).
6. Follow-up outcome data collection timepoints:
a. 12 months (end of treatment period) from baseline: weight, BMI, WC, BP, quality of life and diet and exercise questionnaires. 
b. 24 months (end of post-stopping treatment support period): weight, BMI, quality of life and diet and exercise questionnaires. 
7. Feedback from all stakeholders 
8. Data analysis and evaluation
9. Final report produced

[bookmark: _Toc208257947]Pharmacy Site Selection
 
An initial expression of interest request will be sent to all community pharmacies in Northern Ireland. To ensure there is a representative sample within this pilot evaluation, pharmacies located in a range of areas across the five HSCTs in Northern Ireland will be included where possible. From those who express an interest in taking part in the study, they will be categorised according to their location (rural or urban) and whether they are independently owned (1-3 pharmacies) or part of small chains (4-9 pharmacies) or large multiples (≥ 10 pharmacies). Maximum variation sampling will be used to select and invite pharmacies to take part. Where possible, a range of pharmacies from both the least and most deprived areas will be selected using the NI Multiple Deprivation Measure (where 1 indicates the most deprived area and 890 indicates the least deprived area). This data will be used to guide the selection of pharmacies and for reporting the level of variation in the sample in the final report. 
[bookmark: _Toc208257948]Training and Accreditation

Prior to service launch – all pharmacists involved will undergo training to ensure competency (training package to be developed). The Pharmacists involved will need to ensure they are familiar with the service specification, SOP, PGD documentation, product SPC/PIL, consultation guidance and project aims and objectives. This will involve some personal CPD study. Following this training they should have developed the competencies to provide the service, and a declaration will need to be made to claim competency regarding the PGD use for the provision of tirzepatideFollowing this training pharmacists will be accredited.   Pharmacies will also be accredited.
The staff involved should also have a solid understanding of the conditions being treated and appreciate the impact of obesity, it’s complications not just for the individual but on public health and resources. Some further CPD may be needed here if they do not feel confident in this area. 
All staff will be trained in how to measure and interpret the clinical parameters using the relevant equipment and training will be provided on any procedures for recording data in a digital platform/database (to be developed) and outcome data collection (e.g. questionnaire administration). 
Each pharmacy should be equipped with a suitable quiet and confidential consultation room where patient interviewing, counselling and clinical assessments will take place. Space should be provided for the necessary equipment needed for the service; product materials, resource packs (Service Specification/SOP/PGD/Guidance etc), scales, tape measure, BMI chart, BP monitor, consumables and a PC/tablet for use of the digital platform and its management. 
All testing equipment will be maintained in good working order and, where necessary, compliance with quality control requirements will be addressed. A nominated accredited member of staff will be responsible for maintaining equipment and quality control compliance. 
[bookmark: _Toc208257949]Patient Identification and Enrolment 
We propose that for the purposes of this pilot, in the first instance, patients
Patients should be identified via discussion with the pharmacy’s local GP surgeries. This would help to ensure that the service initially targets patients that are likely to benefit most from this service. GP referrals for the pilot can be made in the same manner that is currently used for the Pharmacy First service.  We also propose that flyers or leaflets can be used in the pharmacy branches for purposes of advertising, where necessary. The method of patient identification will be recorded in the data collection forms. Whilst we presume there will be a large demand for this service, for practical reasons and to mitigate cost we propose that a maximum of 20 patients per pharmacy will take part (total number= 200). 
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· Allergy/hypersensitivity to Tirzepatide or any of the other excipients 
· Pregnancy, Breastfeeding or trying to conceive 
· <18 years or >84 years
· BMI of <35 with no weight related comorbidity
· Those already prescribed a GLP-1 medication 
· Those prescribed other obesity medications 
· Diabetes
· Severe renal disease
· Severe hepatic impairment
· Current or history of eating disorders
· Current or history of pancreatitis 
· Any history of pancreatic issues
· Family history of medullary thyroid carcinoma (MTC).
· Multiple Endocrine Neoplasia syndrome type 2 (MEN 2).
· Consult PGD (to be developed) for comprehensive exclusion criteria
[bookmark: _Toc208257951]Cautions:
· Renal impairment (limited data in severe disease)
· Endocrine disease
· Hepatic Diseases (limited data in severe disease)
· Retinopathy
· History of depression, suicidal thoughts or mental health issues
· Elderly 
· Consult PGD for comprehensive cautions

[bookmark: _Toc208257952]Evaluation Framework 
As discussed previously, the primary aim of this pilot service is to test the implementation of a pharmacy-based weight loss and lifestyle behavioural change intervention in the community pharmacy setting. 
The primary objective of the pilot service is to measure the percentage of patients who have achievedachieve 10% weight loss from baseline toat twelve months. The secondary objectives include the measurement of the percentage change in weight from baseline, reductions in waist circumference and BMI from baseline, improvements/changes in perceived quality of life and changes in diet and activity levels. Changes in outcome measures between baseline and 12 months will also be explored. Additionally, changes between baseline and 12 months (at the end of the treatment with the AOM,) will be compared with changes in outcomes at 24 months - at the end of the additional 12 -month support period provided to patients after stopping AOM treatment.
It is proposed that the NI Medicines Optimisation Innovation Centre (MOIC) shouldwould be involved in the design, evaluation and reporting stages of the project and should be invited to collaborate on this project.
[bookmark: _Toc208257953]Data Collection 

Patient data will be collected upon enrolment to the pilot service and data recorded at each consultation by the pharmacist. It is proposed that an. An electronic data collection tool will be developed for the purposes of this pilot to capture patient data and consultation/intervention data.  Some outcome data (e.g. health-related quality of life and diet/exercise questionnaires) may need to be captured using additional paper-based data collection forms (see appendices).
The following information will be captured/recorded:  
Patient data:
1. Patient identification method (GP referral, Pharmacy identification).
2. Patient details /demographics (baseline).
3. Medical history (comorbidities, medicines, allergies) (baseline).
4. Weight (baseline and each consultation).
5. Height (baseline)/ BMI (baseline and each consultation).
6. Waist Circumference (baseline and each consultation)
7. Blood Pressure (where necessary to inform medicines management of potential antihypertensives) (baseline and each consultation where relevant).
Consultation and intervention data:
1. Percentage of patients who remained on treatment for the pilot duration.
2. Percentage of patients who stopped treatment (due to side effects, inadequate weight loss at six months etc).
3. Number of referrals made (and reasons/outcomes).
4. Interventions/ Diet and Lifestyle advice given / Management details.
5. Medication supplies.
6. Adverse incidents.
Outcome data
The following outcome data will be collected/measured at baseline and again at 12 months post-baseline and 24 months post-baseline:
Primary outcome:
1. Percentage of participantsParticipants prescribed tirzepatide (Mounjaro®) who achieve ≥10% body weight reduction (at 12 months and 24 months). 
Secondary outcomes
2. % Weight loss (at 12 months and 24 months).
3. Percentage of Participants Who Achieve ≥5% Body Weight Reduction (at 12 months and 24 months).
4. Percentage of Participants Who Achieve ≥15% Body Weight Reduction (at 12 months and 24 months).
5. Percentage of Participants Who Achieve ≥20% Body Weight Reduction (at 12 months and 24 months).
6. Change in WC from baseline (at 12 months and 24 months).
7. Reported dietary and lifestyle changes (at 12 months and 24 months) measured via the UK Diet and Diabetes Questionnaire (UKDDQ) and International Physical Activity Questionnaire (IPAQ).
8. Reported QOL improvements (at12 months and 24 months) measured via the EQ-5D-5L.

 Stakeholder feedback 
1. Pharmacist Evaluation – satisfaction/challenges/perceived value/confidence
2. Service User Evaluation – satisfaction/challenges/ perceived value/likely to recommend
3. GP Evaluation – satisfaction/challenges/perceived value/confidence
On completion of the pilot, an overall service evaluation report will be carried out. It is proposed that the outcome of this pilot evaluation will helpproduced to inform commissioners and supportadvise on a wider service development project and/or potential roll-out across the jurisdiction. . 
[bookmark: _Toc208257954]Data Analysis
 
The following methods will be used for data analysis:
a. Patient data:
Recorded baseline demographics, health parameters (weight, BMI, WC and BP- see “outcome data” section below) and co-morbidity data will be analysed and reported using descriptive statistics (e.g. mean/median, standard deviation/interquartile range) calculated using Microsoft Excel.
b. Consultation and intervention data:
Details of referrals made to the GP and interventions regarding medication or condition management will be assessed, as well as lifestyle interventions made during consultations. Data will be analysed and reported qualitatively. 
The numbers of patients completing the 24-month pilot and the number of patients withdrawing (e.g. due to inadequate weight loss at six months or adverse events) will be analysed and reported using descriptive statistics (e.g. mean/median, standard deviation/interquartile range) calculated using Microsoft Excel.
c.  Outcome data
The primary outcome, “Percentage of participants prescribed tirzepatide (Mounjaro®) who achieve ≥10% body weight reduction (at 12 months and 24 months)”, will be analysed and reported using descriptive statistics (e.g. mean/median, standard deviation/interquartile range) calculated using Microsoft Excel. The secondary outcomes are: Percentage weight loss (at 12 months and 24 months from baseline), percentage of participants who achieve >5%, ≥15% and ≥20% body weight reduction (at 12 months and 24 months), change in WC from baseline (at 12 months and 24 months), reported dietary and lifestyle changes (at 12 months and 24 months) as measured via UKDDQ and IPAQ instruments, changes in QOL (at 12 months and 24 months) as measured via EQ-5D-5L instrument (subject to licensing). Secondary outcomes will be analysed and reported using descriptive statistics (e.g. mean/median, standard deviation/interquartile range) calculated using Microsoft Excel.
UKDDQ scores from 0–5 will be calculated for each participant by summing the score for each item and dividing by 20. Change in UKDDQ scores and absolute and percentage change in weight between appointments will be calculated.
d. Stakeholder feedback (Patient, Pharmacist and GP acceptability):
A feedback assessment via an online survey with the option of a follow-up interview will seek views of all the stakeholders involved; their perceived value, satisfaction, challenges and suggested changes etc in order to inform further service development.
e. Cost analysis: 
All costs associated with the pilot will be assessed; pharmacist time for service delivery, medication costs, equipment and consumables as well as projected cost savings. Estimated costings are provided below.
[bookmark: _Toc208257955]Report 

A service evaluation report will be produced upon completion of the Pilot. 



[bookmark: _Toc208257956]Estimate CostingsCosts

[bookmark: _Toc208257957]Medication Costs

The cost of treatment for 12 months on tirzepatide (Mounjaro®) is £14961,496 per patient (this includes a 20 week titration period to reach the maintenance dose of 15mg (see table 2 below for current medication costs- August 2025). If twenty patients are enrolled in the pilot at 10 community pharmacy sites (total n=200) the medication cost for 12 months would be £299,200.  
[bookmark: _Toc208257958]Pharmacists’ Time and Wrap Around Care Costs

The following costs have been estimated using a unit cost of £30 per 15-minute session with the community pharmacist. This is in line with the consultation fee provided for current PGD-based Pharmacy First services such as the UTI service (£30 fee for ~15 minute consultation). This fee also takes into consideration overheads, preparation work and documentation time outside of appointments. The estimated initial appointment duration for this type of weight management service would be at least 30 minutes (cost: £60 for initial appointments). For comparison purposes, a 10 minute GP appointment slot is normally costed by the NHS using PSSRU figures35 at £41 (15 minutes= £61.50). The estimated  Estimated follow-up appointment duration during the 12 -month treatment period is estimated at 15 minutes (cost: £30 for follow-up appointments). All patients will have 11 monthly follow-up appointments during the 12-month follow-up period (i.e. 11 X 15 -minute appointments @ £30 per consultation would cost £330). A further four 10 -minute sessions will be offered to patients in the 12 months after stopping treatment at 3, 6, 9 and 12 months (Cost: £20 per session) to help ensure weight loss can be maintained. The total cost per patient for pharmacist consultations/wrap around care for the 12-month pilot is £470.   For 200 patients the cost of sessions would be £94,000. It is important to note that this cost of £470 per patient includes pharmacist delivered wraparound care. For comparison purposes, under England’s proposed GP-led MDT model of care23, the cost of wrap-around care is estimated at £1239.21 per year per patient, which for 200 patients would cost £247,842 in totalwrap-around care. 
[bookmark: _Toc208257959]PGD and Database Development Costs

It is proposed that a PGD for Tirzepatide will be developed for this pilot (estimated cost: £20002,000). An electronic data collection tool and database for recording patient data and intervention/consultation data will also be developed (estimated cost: £60006,000).
[bookmark: _Toc208257960]Additional Set-up Costs
Pharmacies may need to purchase a measuring tape, NHS-approved BP monitor with XL cuff size and medical grade scales. These costs are estimated at approximately
Pharmacy equipment £400 per pharmacy (£40004,000 for 10 pharmacies). 
Examples: 
· Omron M3 Automatic Upper Arm BP Monitor with easy cuff (22-42cm): £52.80
· Omron compatible XL cuff (42-50cm): £52.99 
· Marsden High capacity portable medical scale 220kg: £210.00
· Heininhill Stadiometer (portable) : £79.99
Consumable costs (gloves, lancets, sharpsbins etc) will be considered negligible for the purposes of this pilot study.
Costs of service and resource design, and staff training, have not been included as these activities will be undertaken by members of the NPL Innovative Service Development team.  
Evaluation and reporting costs associated with the involvement of MOIC in the project are estimated to be in the region of £15,000 (based on similar projects). 
[bookmark: _Toc208257961]Total Costs

The total costs for this pilot project are estimated in Table 3 below:
Table 3: Costs associated with development and delivery of a community pharmacy weight -loss service model 
	Cost category
	Cost per pharmacy 
(20 patients per pharmacy)
	Total cost for pilot 
(10 pharmacies)

	Delivery of service over a 24 month period
· Medicines cost: £1496 per patient 
· Pharmacist time* (including overheads, wraparound care and documentation time): £470 per patient  
	
£29,920

£9400
	
[bookmark: _Hlk208394416]£299,200

£94000

	Training costs
	NA
	£7000

	Set up costs
	£400
	£4000

	Evaluation costs -– MOIC
	NA  
	£15,000

	Other development costs e.g. database development and PGD development 
	NA
	£8000

	Total costs
	NA
	[bookmark: _Hlk208394361]£427,200

	NPL Trust Fund proposed contribution to total costs
	NA
	£128,000

	*This includes one initial 30 minute appointment and eleven 15-minute monthly monitoring appointments during the 12 month treatment period and a further four support sessions will be delivered in the 12 months post-stopping treatment at 15, 18, 21 and 24 months.
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