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CONTEXT AND OVERVIEW

INTRODUCTION 

The Department of Health (DoH) has initiated this public consultation to seek views on potential amendments to the terms of service for chemists as set out in Schedule 2 to the Pharmaceutical Services Regulations (Northern Ireland) 1997. These proposed amendments to the terms of service for chemists would, if implemented, introduce statutory requirements for chemists to embed clinical governance arrangements for the delivery of HSC pharmaceutical services, and enable pharmacy contractors (or their staff) the ability to refuse to provide HSC pharmaceutical services to a person who is violent, threatens violence, or commits, or threatens to commit a criminal offence.

It is intended that the proposed amendments being put forward in this consultation document in respect of the establishment of a legislative clinical governance framework, would bring community pharmacy in line with the clinical governance arrangements already in place for other healthcare professionals and for community pharmacy contractors in other parts of the UK. 

It is recognised that most community pharmacy contractors already provide high quality services and will not have to drastically alter their way of working, as the proposed amendments reflect current best practice and are not intended to be overly burdensome for contractors. Compliance with these proposed changes would however further demonstrate and embed quality and accountability in every interaction that chemists delivering HSC pharmaceutical services have with patients and members of the public, and support the further development of more complex patient facing services aligned with the aims of the Neighbourhood Model for Health and Wellbeing and the Community Pharmacy Strategic Plan 2030

In addition, the outlined proposals for potential legislative amendments to the terms of service for chemists in respect of being able to refuse to provide a pharmaceutical service to a violent or potentially violent patient, would ensure that a community pharmacy contractor would not be in breach of their Terms of Service if they (or their staff) refused to provide pharmaceutical services to a patient who is violent, threatens violence, or commits, or threatens to commit a criminal offence. This is in line with the policy position across the HSC, that assaults on health professionals are not acceptable.

BACKGROUND

Article 63 of the Health and Personal Social Services (Northern Ireland) Order 1972 (“the 1972 Order”) and the Pharmaceutical Services Regulations (Northern Ireland) 1997 (referred to in this consultation as “the 1997 Regulations”) set out the legislative framework for the delivery of community pharmaceutical services in Northern Ireland, including the statutory terms of service for community pharmacy contractors and of dispensing doctors.  

The role of community pharmacy is to provide medicines and medical appliances to the public, as well as other healthcare advice and services. It is one of the four pillars of primary healthcare in Northern Ireland. HSC community pharmacy services are commissioned by the DoH’s Strategic Planning and Performance Group (SPPG) and are delivered by independent community pharmacies and groups of community pharmacy contractors operating as private businesses. Pharmaceutical services provided by community pharmacies are defined within a commissioning plan for community pharmacy services, agreed by the Department of Health and Community Pharmacy NI (CPNI).

CLINICAL GOVERNANCE 

Clinical governance is a framework through which HSC organisations are accountable for continually improving the quality of their services and safeguarding high standards of care, by creating an environment in which excellence in clinical care will flourish. The commissioning plan for community pharmacy services for the period 2025 to 2028[footnoteRef:1] is based on the previously agreed HSC community pharmacy contractual framework which is comprised of: (1) Practice Quality System, (2) Core Services, (3) Additional Services and (4) Locally Required Services. [1:  https://www.health-ni.gov.uk/sites/default/files/2025-09/Community%20Pharmacy%20Services%20Commissioning%20Plan%202025_28%20Final.pdf ] 


The Practice Quality System section of the community pharmacy contractual framework describes the governance and infrastructure requirements to operate a pharmacy and is applicable to all community pharmacy services providing HSC services. Clinical Governance is a key component of the Practice Quality System. The commissioning plan for 2025 to 2028 developed by the Department in conjunction with CPNI sets out a plan to establish and implement a clinical governance and assurance framework that will assure the consistent quality delivery of HSC community pharmacy services. 

Need for change

The launch of the Vision for Neighbourhood Health and Wellbeing[footnoteRef:2] on 31st March 2026 is the first step in a major programme of reform in how health and social care will be delivered in Northern Ireland. Over the coming months and years, currently siloed professional teams and community service providers including community pharmacy, GPs and their Federations, HSC Trusts, community and voluntary sector providers and local government will come together to work in formal partnership through 17 new Integrated Neighbourhood Teams (INTs) serving communities across Northern Ireland, working within established GP Federation footprints. These teams will be established by the end of 2026 and will focus on planning and delivering care together, building strong links with the smaller neighbourhoods they support with emphasis on prevention of ill-health, understanding the needs of local communities, and joined‑up working to help people earlier and closer to home. [2:  https://www.health-ni.gov.uk/publications/neighbourhood-model-health-and-wellbeing] 


Community pharmacy will be a core part of INTs as they develop and are well placed to play a full part in the redesign of clinical pathways as services are transferred from hospital settings to the community, through delivery of an increased range and complexity of clinical services that utilise the knowledge and skills of pharmacy teams. This fully aligns with the Department’s Community Pharmacy Strategic Plan 2030[footnoteRef:3] which sets out a vision where community pharmacies will provide access to safe and reliable supplies of medicines, professional advice, and an increased range of clinical services to prevent and treat illness. Enabled by reforms to the education and training of pharmacists across the UK, the skills of community pharmacists and pharmacy teams will be fully utilised to increase capacity within health and social care, to manage demand and support people to maintain their wellbeing and lead healthy, active lives. [3:  https://www.health-ni.gov.uk/sites/default/files/publications/health/doh-comm-pharm-strategic-plan-2030.pdf ] 


The 1997 Regulations reflect the scope of pharmacy practice at that time, with a focus on dispensing within set opening times. Since then, community pharmacy service provision has been transformed, with a much greater focus on patient-focused clinical service delivery, and this will continue to accelerate in the coming years as the Neighbourhood Model of Health and Wellbeing becomes established. 

The Department fully acknowledges that most community pharmacy contractors already provide high quality services and will not have to drastically alter their way of working. However, the Department believes that introduction of a statutory framework for the consistent delivery of clinical governance arrangements within HSC pharmaceutical services is now necessary and proportionate to align with equivalent arrangements across the UK for community pharmacies and other healthcare professionals, and to support the development of more complex patient facing services by community pharmacies by assuring the public and HSC that quality and accountability are embedded in every interaction community pharmacies have with patients and members of the public receiving HSC pharmaceutical services.

While progress has been made in recent years on developing a clinical governance and assurance framework for community pharmacy services[footnoteRef:4], the legal framework for community pharmacy services now needs to be updated to underpin the delivery of the Practice Quality System element of the HSC community pharmacy contractual framework and commissioning plan; embedding the clinical governance arrangements necessary for safe and reliable service delivery, articulating expectations for service providers, and setting out performance and accountability arrangements. [4:  https://www.health-ni.gov.uk/sites/default/files/2025-12/doh-annual-review-commissioned-community-pharmacy-services-24-25_0.pdf ] 


It is therefore proposed to introduce amendments to the 1997 Regulations that would require a chemist to participate in a clinical governance system. This requirement will be prescribed in the 1997 Regulations terms of service and would be made up of the following components:

a) Patient and Public Involvement;
b) Clinical Audit – Clinical Audit Programme;
c) Risk Management;
d) Pharmaceutical Clinical Effectiveness Programme;
e) Business Continuity;
f) Staff Management;
g) Information Management;
h) Premises; 
i) Community Pharmacy Assurance Framework and annual assurance declaration.

The clinical governance requirements in Schedule 4, Part 4 of The National Health Service (Pharmaceutical and Local Pharmaceutical Services) Regulations 2013 have informed the development of the proposed clinical governance system for Northern Ireland. Furthermore, we are aware of similar arrangements in Wales for pharmacy services and across the UK in respect of the clinical governance requirements for the General Medical Services contract. 

a) Patient and Public Involvement

Publicising Pharmaceutical services 
A chemist will be required to publicise all the HSC-funded pharmaceutical services they provide.  The intention of this provision is to enable patients and members of the public to understand which services are commissioned by the HSC and which are provided privately. The arrangements for publicising HSC services will need to meet certain requirements to ensure that information provided to patients and the public about the HSC-funded services offered in the pharmacy is accurate and up-to-date, and reflects service specification requirements, where appropriate.

Monitoring arrangements for owed drugs or appliances
A chemist will be required to have monitoring arrangements in place for situations where they are unable to complete the medication supply in full due to out-of-stock drugs and appliances. These arrangements will help chemists identify when owed drugs or appliances are outside of their control: e.g. due to supply problems, thus aiding and assisting in minimising the number of times they are unable to fulfil a prescription, by identifying where the reason is within their control and by following the appropriate course of action.  

Compliance with reasonable inspections or reviews by the Department or a relevant statutory authority
A chemist will be required to comply with reasonable inspections, visits or reviews by Departmental officials, or officials from a relevant statutory authority.  They will have to allow authorised persons to enter and inspect the pharmacy premises at any reasonable time to check compliance with the terms of service, and to audit, monitor and analyse patient care and treatment. 

This requirement will be subject to certain conditions being met, balancing the need for officials monitoring compliance to effectively carry out their duties, with the priority of the chemist to deliver a safe and effective service to persons using the pharmacy at that time. These conditions include: the need for reasonable notice of the intended entry to be given; provision for the Local Pharmaceutical Committee[footnoteRef:5] to be invited to be present at the inspection, if requested by the chemist; and requirement for the authorised person to carry written evidence of their authorisation and produce it on request.  [5:  The Local Pharmaceutical Committee is the term used in the Pharmaceutical Services Regulations (NI) 1997 to refer to Community Pharmacy NI, the body recognised by the Department as being representative of providers providing pharmaceutical services.  ] 


Compliance with equality legislation
Chemists are subject to a variety of equality and anti-discrimination legislation both as employers and as service providers.  This includes, not only compliance with the Disability Discrimination Act 1995, but also race, gender, fair employment and age anti-discrimination legislation.  It is proposed a chemist will have to ensure and be able to demonstrate (if needed) to the Department how compliance with these legislative requirements is monitored.

Complaints system
On 1 July 2025 the Northern Ireland Public Services Ombudsman (NIPSO) published new complaints standards for managing complaints by the Health and Social Care (HSC) sector in Northern Ireland. The HSC Model Complaints Handling Procedures | NIPSO is a statutory requirement and replaces the Department of Health’s HSC Complaints Procedure Directions and Guidance. All HSC providers are required to implement the new statutory HSC MCHP from 1 January 2026.

Part II of Schedule 2 to the 1997 Regulations sets out what procedures chemists previously would have had to comply with in respect to complaints prior to the introduction of NIPSOs new complaints standards. Given that these procedures are now obsolete, it is proposed that an amendment is taken forward to Part II of Schedule II to the 1997 Regulations, to simply refer to the new NIPSO complaints standards, and for the need for chemists to statutorily comply with them going forward. 

b) Clinical Audit - Clinical Audit Programme

Clinical audit programmes are an important part of practice and allow a pharmacy team to examine whether a service or procedure has reached a specified standard and then, where necessary, use the information to improve this service or procedure. 

It is proposed that a chemist will be required to have a clinical audit programme in place which meets the particulars set out in further guidance to be developed by the Department in consultation with CPNI. This change will help pharmacies and the Department to develop an evidence base for the commissioning of services in the future, as well as improving the quality of current services. 

c) Risk Management;

Incident Reporting
The Department’s ‘Transforming medication safety in Northern Ireland’ strategy aims to raise awareness among health and social care staff that medication safety is everyone’s responsibility. All staff groups involved in the medication use process including those who prescribe, dispense or administer medicines should take action to report and learn from medication-related adverse events including ‘near misses’.

It is proposed that chemists will be required to have an approved incident reporting system, along with arrangements for analysing and responding to critical incidents. The incident reporting system must meet the particulars as detailed in guidance developed by the Department in consultation with CPNI. 

An incident reporting system will help pharmacies when auditing and improving their practice and will enable the Department to better identify risks by understanding the type and scale of errors. This will identify any trends that occur regionally and help with the development of learning.

Patient Safety Communications
A chemist will be required to ensure that arrangements are in place, including recording arrangements, for dealing appropriately with communications regarding patient safety issued from the Department. The arrangements for managing patient safety communications must meet the particulars detailed in guidance developed by the Department in consultation with CPNI.

Standard Operating Procedures 
A contractor will have to ensure that appropriate standard operating procedures (SOPs) exist, are adhered to, monitored and revised as appropriate.

Safeguarding vulnerable persons
A chemist will have to ensure that appropriate safeguarding procedures are in place that align with the provisions set out in guidance to be issued by the Department in consultation with CPNI. 


Clinical Governance Lead
A chemist will have to ensure the pharmacy has a named clinical governance lead who will be the main point of contact for the pharmacy, for the exchange of information on clinical governance between the Department and the pharmacy. Further specifics on the role and remit of the clinical governance lead will be set out in guidance to be issued by the Department in consultation with CPNI.

d) Clinical Effectiveness Programme

Medicines optimisation aims to improve patient outcomes from the use of medicines every time they are prescribed, dispensed or administered. Community pharmacies have an important role in improving the clinical effectiveness of medicines prescribed and dispensed against an HSC prescription. 

A chemist will be required to have a clinical effectiveness programme, which includes the promotion of a culture of shared responsibility for the appropriate, clinical and cost-effective use of medicines supported by systems for avoiding unnecessary waste.

e) Business Continuity

All businesses and HSC providers, including community pharmacy contractors, need to have an ability to cope with emergency situations, so that wherever possible, they can continue to provide services to patients and the public. A contractor will be required to have a business continuity plan in place for a temporary suspension of service (closure) due to illness or other reason beyond their control, and to action this when necessary. 

f) Staff Management

Staff Training and development
Effective induction and training are essential to ensure staff compliance with pharmacy systems. This encourages integration into the team, maximises productivity and realises the full potential of the employee. 

A chemist will be required to have arrangements in place for checking qualifications and references for staff involved in the provision of HSC pharmaceutical services, and where relevant, induction for staff (including locums); and support for training and development needs (including addressing poor performance) for all staff in respect of the tasks they have been asked to perform. 

Raising concerns
An open and safe environment within which members of staff offering healthcare services can feel comfortable about raising concerns about safety or malpractice within their own organisation or external organisations in a reasonable and responsible manner, without fear of exposure or victimisation, is fundamental to maintaining public health and safety.

A chemist will be required to have arrangements in place for staff (and locums) to raise concerns about issues within their own organisation as well as external organisations. These arrangements should ensure that where a member of pharmacy staff raises a concern (commonly referred to as ‘whistleblowing’), the staff member is protected from reprisals as is their right under the Public Interest Disclosure (Northern Ireland) Order 1998.

Annual declaration – compliance with professional standards
A chemist will be required to make an annual declaration to the Department that they, and any staff employed by them to provide HSC pharmaceutical services, and registered with the Pharmaceutical Society NI, comply with relevant professional standards and guidance.

g) Information Management

A chemist will be required to have an information governance programme in place, which provides for compliance with approved procedures for information management and security. These provisions will be outlined in guidance by the Department in consultation with CPNI to ensure compliance with statutory and professional obligations, such as the Data Protection Act 1998 and Freedom of Information Act 2000.  

h) Premises

A chemist will be required to ensure that arrangements are in place which comply with the Pharmaceutical Society NI’s premises standards. These standards outline the physical and organisational requirements for registered pharmacies in Northern Ireland to ensure that pharmaceutical services of the highest quality are provided in a safe and secure environment which is ‘fit-for-purpose’, reflecting the professional nature of pharmacy and reinforcing public confidence in the type of healthcare advice and professional care that can be expected from the individual pharmacy, and the profession in general. 

i) Community Pharmacy Assurance Framework and annual assurance declaration

A chemist will be required to comply with the requirements of the Community Pharmacy Assurance Framework as agreed between the Department and CPNI.  A chemist will also be required to make an annual assurance declaration that they comply with all the components of the clinical governance system.




Implementation

The Regulations would be enabling and would allow for a greater amount of detail on how contractors can meet the various requirements of the clinical governance system to be contained in supporting Departmental guidance. This is beneficial should future changes be considered necessary, as the task of amending guidance rather than subordinate legislation would be less onerous and could be done relatively quickly. The Department recognises the need for regular and ongoing consultation with CPNI to ensure that the guidance remains fit for purpose.

The proposed clinical governance system would complement but not remove the requirement for pharmacists and contractors to comply with the range of legislation and standards to which they are currently obliged to adhere to, including any relevant standards or guidance produced by the Pharmaceutical Society NI. The intention is that the clinical governance requirements being proposed would be implemented in conjunction with any relevant Pharmaceutical Society NI standards, or guidance for pharmacists or pharmacy owners.

VIOLENT AND POTENTIALLY VIOLENT PATIENTS	

The Health and Safety Executive (HSE) define work-related violence as ‘Any incident in which a person is abused, threatened or assaulted in circumstances relating to their work.’ This can include verbal abuse or threats, including face to face, online and via telephone physical attacks.

Work-related violence against pharmacy staff is unacceptable. It is proposed to amend the Pharmaceutical Services Regulations (NI) 1997 (“the 1997 Regulations”) to:

· Include provisions in the Terms of Service to clarify that pharmacy contractors (or their staff) may refuse to provide any HSC pharmaceutical service to a person engaged in work-related violence, or where a pharmacy contractor (or their staff) reasonably believes that a person is about to engage in work-related violence. This includes verbal abuse or threats of violence, whether in person or via telephone or online, or physical violence.
· Enable pharmacy contractors (or their staff) to refuse to provide any HSC pharmaceutical service if anyone accompanying the person seeking HSC pharmaceutical services engages in work-related violence, or where a pharmacy contractor (or their staff) reasonably believes that that person is about to engage in work-related violence.

Background

While the vast majority of interactions between pharmacy staff and the people they serve are peaceful and respectful, the front-line role of community pharmacists and their teams within neighbourhoods can on occasion lead to exposure to aggressive, abusive and violent behaviour because they are in regular and frequent contact with the public, often when patients and their customers are under some stress.

Whilst it is acknowledged that in the provision of healthcare services, there can be an increased risk of violence and aggression this does not mean that it is acceptable. All staff involved in the provision of healthcare have the right to feel safe from the threat of violence and aggression. The impact of violence and aggression towards staff can also be far reaching for service providers, and can lead to reduced performance, both individually and at team level; low morale; poor employee relationships; higher levels of absence; difficulty in recruiting and retaining staff, and negative publicity.

Although the current policy position in terms of the unacceptability of violence and threatening behaviour towards pharmacy staff is clear, the current absence of legislation enabling a community pharmacist to refuse to provide HSC pharmaceutical services to an individual displaying violent or threatening behaviour, even at risk to themselves or their staff, has the potential to create ambiguity about whether this would result in a breach of their terms of service.

In 2016, the Department previously consulted on a range of amending provisions to  the 1997 Regulations, including the introduction of provisions to make it clear that a community pharmacy contractor would not be in breach of their Terms of Service if they (or their staff) refused to provide HSC pharmaceutical services to a patient who is violent, threatens violence, or commits, or threatens to commit a criminal offence. It was intended that this would also apply in circumstances where a community pharmacy contractor could also refuse to provide HSC pharmaceutical services to anyone accompanying the person seeking a pharmaceutical service, if they were to behave in a similar manner. 

As a result of the consultation undertaken back in 2016, a further suggested amendment was also explored in order to clarify that any pharmaceutical service may be refused in the circumstances described above, and this refusal may include where a chemist reasonably believes that the person seeking pharmaceutical services or any other person accompanying them, is committing, or threatening to commit a criminal offence. The Department agrees with this proposal and this has been included in the proposals subject to this consultation.

The proposed amendments outlined above were unable to be progressed due to the suspension of the NI Assembly in 2017, and so the need to provide clarity to pharmacists and the public about the ability and circumstances where pharmacies can refuse to provide HSC pharmaceutical services has remained extant. While many such instances of work-related violence against pharmacy staff go unreported to the police or are dealt with locally, the burden faced by pharmacy teams of dealing with violence and threats is significant, with over 1.500 reports of crimes in pharmacy settings reported to the Police Service of Northern Ireland in the three year period 2019 to 2021.

This need has been further underscored by a series of incidents in recent years, including serious physical assault - for example, during an incident in a Belfast community pharmacy in April 2017, two pharmacists were stabbed by a person trying to obtain Tramadol. In April 2021 pharmacy staff were threatened with a claw hammer by a member of the public who stole a quantity of zopiclone, a prescription only sedative medicine. In February 2022, a community pharmacist in Belfast was assaulted after requesting that a member of the public wear a face mask in the pharmacy. More recently, several community pharmacies were threatened to close as part of public disorder across Northern Ireland in June 2026, impacting on staff wellbeing and risking disruption to the supply of medicines and pharmaceutical care to patients. 

GENERAL 

Legislative changes required

Following analysis of the consultation responses, the Department would hope to be in a position to progress an amending Statutory Rule (SR) within the current NI Assembly mandate which will amend Schedule 2 of the Pharmaceutical Services Regulations (NI) 1997 to:

· include high level provisions in the Terms of Service of chemists that would require a chemist to participate in a clinical governance system which would be made up of several components;
· include provisions in the Terms of Service to clarify that pharmacy contractors (or their staff) may refuse to provide pharmaceutical services to a person who is violent, threatens violence, commits, or threatens to commit a criminal offence;
· enable pharmacy contractors (or their staff) to refuse to supply pharmaceutical services if anyone accompanying the person seeking pharmaceutical services is violent, threatens violence, commits, or threatens to commit a criminal offence;

The SR would be subject to the negative resolution legislative process. 

Consultation process and ways to respond

The Department is seeking your views on the proposals contained within this consultation document. The Department acknowledges that the proposals set out in this consultation document will have a direct impact on community pharmacy sector and it recognises the need to keep both the business sector and representative bodies informed to allow them the opportunity to comment on these policy proposals. 

This consultation is available on the Department’s website at: www.health-ni.gov.uk/consultations and invites answers to a number of questions on proposals to amend the Terms of Service for Chemists in order to enhance existing clinical governance arrangements, and to enable pharmacy contractors (or their staff) the ability to refuse to provide pharmaceutical services to a person who is violent, threatens violence, or commits, or threatens to commit a criminal offence. The questions asked in relation to these proposals ask whether these proposals as laid out and described in this consultation are sufficient, proportionate and/or reasonable in the context of what the Department is aiming to achieve. 

If you wish to comment on the proposals contained within this consultation, please complete the Citizen Space online response questionnaire using the link below:


 (
LINK
)




The proposals set out in this consultation document have been subject to an interim equality impact screening in line with Section 75 of the Northern Ireland Act 1998. This screening has not identified any significant adverse impacts on any of the Section 75 categories, nor any human rights issues at this stage.

Consideration has also been given to the needs of individuals living in rural communities. The Department has concluded that the proposals are not expected to impact people in rural areas differently from those in urban areas, and that a full Rural Needs Impact Assessment is not required at this stage. In addition, whilst an interim Regulatory Impact screening has been undertaken against the policy proposals outlined in this consultation document, a decision as to whether a full Regulatory Impact Assessment is required will be decided upon following the outcome of this consultation exercise. 

These interim screening documents are available alongside this consultation on the Department’s website and on Citizen Space. They will be kept under review and updated to reflect any views or evidence received during the consultation process. 

This consultation is targeted at all registered community pharmacists and community pharmacy owners in Northern Ireland and those representative bodies deemed to have an interest in the consultation proposals. Should you require the response questionnaire in an alternative format please request this by email ahead of the closing date detailed below. Email requests should be sent to pharmacyconsultations@health-ni.gov.uk.

The consultation will run for 8 weeks, starting on 2nd July 2026 and closing by 27th August 2026. 









Privacy, confidentially and access to consultation responses

For this consultation, we may publish all responses except for those where the respondent indicates that they are an individual acting in a private capacity.  All responses from organisations and individuals responding in a professional capacity will be published.  We will remove email addresses and telephone numbers from these responses; but apart from this, we will publish them in full.  For more information about what we do with personal data please see our consultation privacy notice. 

Your response, and all other responses to this consultation, may also be disclosed on request in accordance with the Freedom of Information Act 2000 (FOIA) and the Environmental Information Regulations 2004 (EIR); however, all disclosures will be in line with the requirements of the Data Protection Act 2018 (DPA) and the UK General Data Protection Regulation (UK GDPR). 

If you want the information that you provide to be treated as confidential it would be helpful if you could explain to us why you regard the information you have provided as confidential, so that this may be considered if the Department should receive a request for the information under the FOIA or EIR.
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