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1. Introduction 

The Pharmaceutical Society of Ireland (PSI), the Pharmacy Regulator, is a public body 

established under the Pharmacy Act 2007 (the ‘Act’) to protect the health, safety and 

wellbeing of patients and the public by regulating pharmacists and pharmacies in Ireland. 

We conduct inspections and investigations to ensure compliance with the Act, other 

pharmacy and medicines legislation, and PSI Guidelines. Through these efforts, PSI aims to 

ensure that pharmacy services are delivered to the highest standards of quality care and 

best practice. 

We are committed to operating a responsive model of risk-based regulation based on the 

following principles outlined in our Regulatory Risk Statement: Patient safety first, Necessity, 

Effectiveness, Proportionality, Transparency, Accountability, Consistency and Agility.  

2. About this Policy 

This document describes PSI’s underpinning approach to inspection and investigation, along 

with the enforcement actions1 we use. Our approach is aimed at assuring patient safety and 

public trust in pharmacy through effective regulation.  

This policy will be of use to those in pharmacy governance roles, including pharmacy 

owners, superintendent pharmacists, and supervising pharmacists. These individuals each 

have defined responsibilities in ensuring the provision of safe and high-quality pharmacy 

services from a registered pharmacy and in complying with all relevant legislation.  

It is also valuable for anyone interested in how we regulate pharmacies, including all 

registered pharmacists, the public and other regulatory bodies. It will outline for patients the 

regulator’s approach to assuring trust in the pharmacy services they use. 

The document should also be read in conjunction with: 

• Relevant pharmacy and medicines legislation for Ireland which is available on the PSI 

website or at www.irishstatutebook.ie.   

• PSI’s Corporate Strategy 2025-2028  

• PSI’s Annual Service Plan, which sets out our programme and priority activities for 

the year, including metrics associated with inspection, quality assessment and 

investigation activities. 

The document does not address the PSI’s Complaints and Disciplinary process. You can find 

out more about this on our website. 

 

 
1 Section 6 of this document provides further insights into our escalation and enforcement actions.  

https://www.psi.ie/sites/default/files/2024-06/PSI%20Regulatory%20Risk%20Statement_0.pdf
https://www.thepsi.ie/tns/about-psi/legislation.aspx
https://www.thepsi.ie/tns/about-psi/legislation.aspx
http://www.irishstatutebook.ie/
https://www.psi.ie/information-and-resources/corporate-strategy-2025-2028
https://www.psi.ie/complaints-and-concerns
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3. Community Pharmacy Assurance 

The regulation of pharmacies involves controlling access to provide services, monitoring 

activities during service delivery, and taking action if the service does not meet the 

standards. This may include restricting the provision of services when necessary.  

This is achieved through the use of regulatory tools such as registration, inspection, 

enforcement and compliance monitoring, all derived from the provisions of the Act, relevant 

pharmacy and medicines legislation, and PSI guidelines. These key functions of the PSI are 

overseen by the Community Pharmacy Assurance Business Team.  

3.1 The Regulatory Framework for Pharmacy Regulation 

The Act outlines the mechanism for regulating pharmacies, which includes: 

• Registration of pharmacies. 

• Monitoring compliance  

• Enforcement functions and tools to address potential and observable service 

standard deficits. 

The Community Pharmacy Assurance team operates within the following regulatory 

framework: 

• Pharmacy Act 2007. This primary legislation provides the underpinning framework 

that regulates the practice and profession of pharmacy in Ireland. Additionally, the 

Act defines specific pharmacy-related offences that can be prosecuted through the 

courts, and details other relevant legislation that pharmacists must adhere to.  

 

• Statutory Instruments, including Regulations under the Act, and Regulations made 

under other Primary legislation, including the Misuse of Drugs Act and Irish 

Medicines Board Act. These legal requirements must be adhered to by those 

providing a pharmacy service. 

 

• PSI Code of Conduct for Pharmacists The Code is a public declaration of the principles 

and ethical standards which govern pharmacists in the practice of their profession, 

and which the public, patients, other healthcare professionals and society require an 

expect from pharmacists 

 

• PSI Guidance and Guidelines for Pharmacists and Pharmacies: Developed under the 

Act to promote safe and high-quality pharmacy services. 

Pharmacy and medicines legislation is available on the PSI Website or www.irishstatutebook.ie 

 

https://www.psi.ie/practice-supports/code-conduct
https://www.psi.ie/practice-supports/guidance-and-guidelines-pharmacists-and-pharmacies
https://www.thepsi.ie/tns/about-psi/legislation.aspx
http://www.irishstatutebook.ie/
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3.2 Role of Authorised Officers 

Authorised Officers2 have the authority to conduct announced and unannounced 

inspections and investigations. They have the power to visit and inspect a registered 

pharmacy at all reasonable times under Section 67 of the Act. They can:  

• Enter a pharmacy premises.  

• Search the premises.  

• Take samples and seize/detain evidence.  

• Inspect and take copies of books/registers and records.  

 

Authorised Officers adhere to a PSI Code of Practice, committing to integrity, impartiality, 

and transparency in their interactions with pharmacy owners, pharmacists, pharmacy staff 

and the public. 

4. Inspection Function 

Access to relevant factual information is important when considering the standard of 

practice in a pharmacy and determining the necessity of enforcement actions.  Information 

gathered by Authorised Officers serves multiple purposes, from establishing that practices 

are appropriate and safe, to providing evidence for any subsequent enforcement actions.   

Information is gathered through various methods, including during inspections or 

investigations, as well as from unsolicited information received from the public or other 

agencies. Our inspections provide valuable insights that: 

• Highlight non-compliance trends and areas needing improvement, ensuring 

pharmacy owners and pharmacists are aware of any observed practice or safety 

concerns.  

• Enhance the PSI’s risk assessment methodology, allowing for more targeted 

interventions in pharmacies that pose the highest risk to patient safety and public 

protection.  

4.1 Different Types of Inspections 

The PSI carries out different types of pharmacy inspections to ensure compliance with the 

Act, other pharmacy and medicines legislation, and PSI Guidelines. The main types of 

inspections include:  

4.1.1 New Pharmacy Opening/Registration Inspections  

Pharmacies must register as a retail pharmacy business with the PSI to operate 

legally in Ireland. A first-time registration application to register a pharmacy will be 

required in the following scenarios:   

 
2 Authorised Officers are also referred to as Quality Assessors or Investigation Officers. 

https://www.thepsi.ie/sites/default/files/2024-06/Code_of_Practice_for_Authorised_Officers.pdf
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• A brand-new opening of a pharmacy  

• A relocation of an existing pharmacy  

• Certain changes of ownership of an existing pharmacy.  

The PSI may carry out a new pharmacy opening/registration inspection as part of the 

registration process. These inspections are carried out under the authority of Section 

19 of the Act3 and are announced. Virtual inspections, conducted during the COVID-

19 pandemic, remain an available regulatory tool and may be used when deemed 

appropriate. 

The purpose of this inspection is to determine a proposed pharmacy’s compliance 

with the Regulation of Retail Pharmacy Businesses Regulations 2008 (S.I. No. 488 of 

2008) (as amended) and PSI Guidelines and determine its suitability for registration. 

When we conduct an inspection based on an application to register a new retail 

pharmacy business, we will notify the applicant in writing.4 After the inspection, the 

Authorised Officer issues a report to the nominated superintendent pharmacist. The 

report outlines the necessary actions that must be addressed to comply with 

legislative requirements and relevant guidelines. We require written confirmation 

and certain evidence that these actions identified have been completed before the 

registration application can proceed to its final stages. 

Inspection visits may also occur as part of an application to continue registration of a 

pharmacy. These inspections, which may be announced or unannounced, are 

conducted to facilitate a decision on the continuation of registration, particularly 

when potential issues have been identified during the application process.  

4.1.2 Compliance Inspections   

These inspections are carried out under the authority of Section 67 of the Act and 

are typically unannounced and conducted in person.  

The frequency of this type of inspection depends on the perceived risk to patient 

safety, with higher-risk pharmacies undergoing more frequent and detailed 

inspections. In some cases, a risk stratified approach is used to determine the 

inspection schedule for intelligence-led inspections, ensuring that our resources are 

focused on pharmacies posing the highest risk to patient safety. This approach 

involves assessing various factors, such as reported concerns or complaints, or 

observations from mystery shopper activities that evaluate specific aspects of 

pharmacy services, including for example: 

• Reviewing systems and governance arrangements in a pharmacy 

 
3 Section 19 of the Pharmacy Act 2007 provides that in any case where the Council considers it appropriate, it 
may cause an authorised officer to inspect the premises of a retail pharmacy business in respect of which an 
application for registration or continued registration has been made to ascertain if they comply with any 
regulations made by the Minister under section 18. 
4 Rule 5 (2)(c) of the Pharmaceutical Society of Ireland (Retail Pharmacy Businesses)(Registration)Rules 2008. 
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• Examining the way prescription only medicinal products, including controlled 

drugs are supplied. 

• Assuring there is a legitimate and safe basis for the supply of medicinal 

products. 

• Reviewing the pharmacy premises and pharmacy workflow. 

After completing the inspection, we issue a report to the superintendent pharmacist. 

This report highlights any non-compliances observed during the inspection and 

specifies the actions required to comply with legislative requirements and/or 

relevant guidelines. We request written confirmation, and/or supporting evidence 

within a specified timeline, confirming that the necessary actions have been 

addressed. Re inspections may be conducted to verify that these actions have been 

completed. 

In cases where serious and/or repeated breaches of legislation, the Code of Conduct 

for Pharmacists or PSI Guidelines are identified, the incidences of non-compliance 

will be considered on a case-by-case basis by the Registrar of the PSI in accordance 

with Section 71 of the Act. (see Section 6.2 below for further information).  

4.1.3 Themed Inspections 

These inspections focus on specific areas, such as compliance with the Falsified 

Medicines Directive or particular services offered by pharmacies, like vaccination and 

internet supply services.  

 

4.1.4 Re-inspections 

Re-inspections are conducted at pharmacies where high/critical risk have been 

identified, to verify the implementation of compliance measures following a previous 

inspection. These inspections can be directed by the Registrar following 

consideration of an authorised officer’s report under Section 71 of the Act (see 

Section 6.2 below for further information). They may also be conducted based on a 

risk assessment directed by the Head of Community Pharmacy Assurance to verify 

that specific remedial actions in a pharmacy have been completed. 

4.1.5 Joint inspections. 

Joint inspections are carried out with other statutory bodies when a multi-agency 

approach is required. The PSI engages with organisations such as the Health Products 

Regulatory Authority (HPRA), An Garda Siochána, The Health Service Executive (HSE) 

and the Department of Agriculture, Food and the Marine. 
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5. Investigation Function 

The PSI carries out investigations under Part 7 of the Act. Investigations are risk based and 

intelligence led, initiated due to serious safety issues and/or non-compliances identified 

during inspections, or through intelligence from the PSI, other agencies, or the public, which 

has been risk assessed.  

We investigate pharmacies to thoroughly examine serious, deliberate and/or illegal 

activities, such as the diversion of medicines and controlled drugs, fraud, and other matters 

involving serious safety and/or health concerns. During these investigations, the PSI 

collaborates with An Garda Siochána and other regulatory and state bodies, including the 

HPRA, the HSE and the Department of Agriculture, Food and the Marine. 

Investigations typically involve one or more inspections, as well as speaking to the pharmacy 

owner, pharmacist or other staff at the pharmacy or members of the public. Records and 

product are often reviewed and/or detained as evidence. 

Upon concluding an investigation, a report is prepared. A copy of this report may be 

provided to the party (pharmacist/pharmacy owner) under investigation or inspection. They 

are invited to submit their comments on the report’s contents. The report and any 

submissions are then considered by the Registrar of the PSI under S71 of the Act. 

6. Escalation and Enforcement Actions 

We use a range of different enforcement options to address issues of non-compliance and 

sub-optimal practice. This is to support in the maintenance of the highest standards of 

pharmacy practice to protect the public. These range from: 

• Low-level enforcement actions, such as providing information, guidance, and advice. 

These are used more frequently and often in combination with other regulatory tools 

like inspections and are aimed at fostering voluntary compliance. 

 

• High-level enforcement actions, including statutory enforcement powers, such as the 

commencement of disciplinary proceedings, prosecutions etc. These are used less 

frequently and typically used when non-compliance poses a significant risk to patient 

and public safety, demonstrates deliberate disregard for pharmacy and medicine 

legislation, or where there is a failure to improve despite prior warnings or 

interventions.  

The choice of action depends on factors such as the severity of the breach, and the potential 

impact on public health, safety and wellbeing. Overall, we endeavour to strike a balance by 

promoting and encouraging voluntary compliance through supportive measures to help the 

profession understand the regulatory framework (see the PSI Practice Supports section 

below), while reserving high-level enforcement actions for serious or wilful breaches of the 

law, or failures in legal or professional responsibilities. 
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       Figure 1: Compliance and Enforcement Pyramid 

6.1 PSI Practice Supports 

The PSI provides practice supports to help pharmacists and pharmacies comply with 

pharmacy and medicine legislation and prepare for inspections. These resources include 

guidance documents, inspection preparation checklists, and Inspectors’ Advice on non-

compliance issues.  

While we do not currently publish individual inspection reports, we share an overview of our 

inspection findings on our website and communicated to registrants through our newsletter. 

This offers opportunities for learning and improvement across all registered pharmacies. 

Additionally, we developed the Pharmacy Assessment System, an annual self-audit tool that 

allows pharmacies to evaluate and improve their practices, demonstrating commitment to 

patient safety and quality care. This tool also helps pharmacies in preparing for inspections.  

Individuals in pharmacy governance roles should proactively review their practices to ensure 

compliance with legislative requirements. When non-compliances are identified, they should 

promptly take corrective and preventative actions necessary to uphold the highest standards 

of pharmacy practice, ensuring patient safety and wellbeing, rather than waiting for PSI 

intervention. 

Taking prompt corrective and preventative action demonstrates a commitment to 

compliance, minimises potential risks, and helps maintain patient and public trust. 

The PSI developed Guidance on Pharmacy Governance Roles to support compliance and 

provide clarity on pharmacy governance roles. 

Regulatory 

Sanctions

Compliance Monitoring 

Encouraging and Assisting Compliance 

Higher level 
options, such as 
complaints, 
prosecutions. 

Lower level 
options, such as 
providing 
information 
guidance. 

https://www.thepsi.ie/inspections/pharmacy-assessment-system
https://www.psi.ie/sites/default/files/2024-06/Pharmacy_Governance_Roles.pdf
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6.2 Consideration of an inspection/investigation report under S71 of the Act 

Following consideration of an inspection/investigation Report5 , the Registrar may: 

a) Take no action; 

b) Commence disciplinary proceedings against pharmacists and/or pharmacies. This 

involves making a formal complaint against pharmacist(s) and/or retail pharmacy 

businesses under Part 6 of the Act. 

c) Refer matters to other agencies in the event that it appears that the person to whom 

the report relates is guilty of an offence. In cases where an offence appears to have 

has been committed which is outside the scope of pharmacy or medicines legislation, 

the PSI may refer the file to the relevant agency. 

d) Take such other action as it considers appropriate in the circumstances. This has 

included the following: 

• Issuing warning letters in the context of minor non-compliances  

• Seeking undertakings from pharmacists and/or pharmacies in various terms 

• Initiating District Court proceedings under the Pharmacy Act 2007 or the Irish 

Medicines Board Act 1995 (as amended) in the name of the Council of the 

PSI. District court proceedings are taken in the cases of serious or recurrent 

non-compliance breaches. 

7. Memoranda of Understanding  

The PSI has established memoranda of understanding with organisations to put in place 

arrangements where, working together, we can assist and support each other in delivering 

on our individual functions and maximise effectiveness and efficiency in achieving shared 

interests or aims.  

8. Future Regulatory Approach 

As part of our Corporate Strategy 2025-2028, we have committed to: 

• Developing a standards-based regulatory model for community pharmacies to 

effectively oversee pharmacy services while supporting the evolving needs of both 

the public and pharmacists. 

A standards-based approach differs from the format of PSI guidelines and 

compliance-based inspections in that standards provide concise, outcome-focused 

statements against which a service provider establishes and delivers their service and 

 
5 An Authorised Officers report is considered by the Council of the PSI or the Registrar of the PSI as the case 
may be under section 71 of Pharmacy Act 2007. 

https://www.psi.ie/information-and-resources/corporate-strategy-2025-2028
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which we, as the regulator, can use to assess performance. Standards empower the 

service provider, in this case, the healthcare setting of a pharmacy, to meet the 

requirements of the standards in a range of different ways, i.e., it is not a 

prescriptive, one-size-fits-all approach.  

By introducing standards, we will align pharmacy regulation with how healthcare 

settings are more generally regulated. Regulatory standards are an effective, flexible, 

and non-prescriptive means for regulating healthcare services. The Standards inform 

patients and the wider public as to what they can expect from their pharmacies. 

• Completing our Business Transformation Programme and integrating new systems, 

data and digital tools to support our regulatory mission. By leveraging technology, we 

will enhance our ability to collect and analyse information more efficiently, allowing 

us to prioritise our efforts in ensuring compliance and identifying risks and activities 

that can cause patient harm. 

9. Other Resources 

Further information about our approach to regulating registered pharmacies can be found 

on our website. 

10. Monitoring and review of the policy 

This policy will be kept under review to ensure it remains effective, relevant, and aligned 

with evolving regulatory needs, addresses stakeholder feedback, and any changes in 

legislation or operational changes.  

11. Queries about the Policy 

For any queries regarding this policy, please contact inspection@psi.ie.  
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