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[bookmark: _Toc235785006]Introduction and Background
The Health Products Regulatory Authority (HPRA) is a state agency in the Republic of Ireland. It regulates medicines and devices for the benefit of people and animals. The HPRA is committed to excellence in health product regulation through science, collaboration, and innovation. The HPRA operates not just at a national level, but as part of a wider European community of health regulators.

Since its establishment, the scale and remit of the HPRA’s activities have expanded significantly. Today, the HPRA is staffed by 420 personnel, operating across nine departments; five functions provide a regulatory service and four support functions providing services to the organisation itself. The HPRA’s broad regulatory remit includes human medicines, veterinary medicines, medical devices, clinical trials, blood, human tissues and organs for transplantation, controlled substances, cosmetics, and the use of animals for scientific purposes. 

The mission of the Health Products Regulatory Authority is ‘to regulate medicines and devices for the benefit of people and animal’ with a vision of ‘excellence in health product regulation through science, collaboration and innovation’. 

The HPRA is the national competent authority for pharmacovigilance and is responsible for managing Ireland’s adverse reaction reporting system for licensed human medicines and clinical trials. This includes the collection, processing, and onward reporting of suspected adverse reactions for medicines from healthcare professionals, the public, and marketing authorisation holders, in compliance with national and international regulations, including Good Pharmacovigilance Practice Module VI.

The HPRA ensures the quality, safety and efficacy of medicines (including vaccines) available in Ireland, consistent with current medical and scientific knowledge, and participates in systems designed to do that throughout the European Union.

The HPRA currently uses a commercially available pharmacovigilance safety database and Individual Case Safety Report (ICSRs) case management system. The solution is hosted on premise, accessed via a web based user interface and is supported by a dedicated back end database environment and managed network storage for case related documents. The current system has been in operation for over 15 years and contains all adverse reaction reports received since the system was first established. The technology and application is dated and requires upgrade.  

A replacement solution is now sought that will support the HPRA to meet its legal obligations regarding the collection, data management and submission of individual reports of suspected adverse reactions (serious and non serious) associated with medicinal products for human use in an efficient and effective manner using state of the art technologies.

The HPRA is a self-funded agency, in that income for core activities (85%) is generated from fees charged to the pharmaceutical industry for services provided. In addition to industry fees the HPRA receives grants (15% of income) to carry out specific work agreed with the Department of Health. Value for money is a key objective of the HPRA. 

[bookmark: _Toc235785007]Overview

Additional background information on the HPRAs adverse reaction reporting system is provided below: 

· The HPRA receives reports through a variety of channels from healthcare professionals, members of the public, marketing authorisation holders, and clinical trial sponsors associated with medicines. From a technical perspective this includes submission sent and received from the European Medicines Agency, reports received directly through the HPRA’s website or other channels direct to the organisation
· Management of the national adverse reaction reporting system is undertaken by the Human Products Monitoring section within HPRA. Ongoing surveillance is conducted using submitted information to identify issues of concern through continuous triage and review, with signals being escalated as necessary.
· Obligations regarding report management are defined by legislation and guidance, including promotion of the reporting system, mandatory processing protocols, adherence to ICH (International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use) reporting standards and medical dictionaries. This involves duplicate case detection, case follow up, and timely onward submission of cases to EudraVigilance, a system for reporting and evaluation of suspected adverse reactions to medicines or devices, operated by the European Medicines Agency on behalf of the European Union medicines regulatory network. 
· Reports are also used to respond to data requests from media, political stakeholders, healthcare professionals, health system partners, coroners and the public, supporting regulatory and product reviews.
· As of October 2025, the national database contains approximately 170,000 records (unique ICSRs) dating back to the 1960s, and it is the singular repository of all processed adverse reaction report information for Ireland. Some but not all reports have been shared with WHO since the 1960s and incrementally with EMA’s EudraVigilance from 2001. Ireland is ranked 5th in reporting rate per 1000 population in the EU/EEA, based on aggregate report numbers in WHO Vigilyze system.
· From 2019 to 2025, the mean number of reports (initial and follow up) received annually was 19,683 (14,768 min – 33,616 max), with volumes peaking during the pandemic. In the post pandemic period, report volumes were approximately 15,000 in 2024.
· Initial reports constitute approximately 58% of submissions with 42% being follow up reports.
· Healthcare professionals and the public account for between 10-20% of these reports.
· The current pharmacovigilance application in use is ARISg (version 7.4.1.2) hosted on premise. Application servers run Windows 2012 (R2 64 bit) hosted on virtual machines, and an Oracle database (version 12c, 64 bit) hosted on a dedicated physical machine.

[bookmark: _Toc66117033][bookmark: _Toc235785008] Scope of Requirements under the CONTRACT
The overall objective of modernising the HPRA’s pharmacovigilance application is to provide the organisation with a future ready application that will enable the organisation fulfil its required legal obligations in respect of safety monitoring of human medicinal products. Additionally, it is anticipated that the application will improve the quality, timeliness, and effectiveness of pharmacovigilance activities and reduce the process complexity for the organisation. Ultimately the application will enable the HPRA conduct its regulatory obligations more efficiently and contribute to improving public health.
The objective of this contract is to provide a pharmacovigilance solution for human medicines, migration of data from the existing legacy pharmacovigilance application, integration with external platforms, solution hosting and management, and application support and maintenance services to the HPRA. 
Subject to satisfactory performance, the contract will run for three years, extendable annually thereafter.
[bookmark: _Toc235785009]Solution Requirements
Tender responses will be evaluated on the demonstrated capability and evidence of the supplier to meet the requirements as specified below. This includes the technical merits of proposed solutions, features and benefits they provide to the HPRA. It is recommended that suppliers outline any additional value add services included in their proposal that may be unique to their offering.
Minimum Requirements
The proposed solution must fulfil all the minimum requirements listed below. Tenderers must provide details addressing how the requirements are addressed. The solution:
1. Must be hosted in a secure cloud environment.
2. Must provide a single sign on capability and integrate with the HPRA Active Directory infrastructure.
3. Must be easily extensible to other product domains including veterinary medicines, medical devices and other categories in the future.
4. Must comply with all obligations under relevant codes of practice, data protection legislation, security, operational resilience and privacy regulations. 
5. Must be primarily useable in its ‘off the shelf’ form and be directly deployable without the need for extensive development or customisation. It is accepted that configuration will be required to accommodate HPRA specific set up.
6. Must provide an easy to use intuitive interface which offers ease of navigation and requires minimum training or support to access key functionality.
7. Must be future proofed for design and functional updates to meet changing regulatory requirements.

Detailed Requirements  
	#
	Scope items and details

	A
	Functions & Features

	
	The pharmacovigilance solution must support the needs of a medicines regulator in receiving, managing, assessing, monitoring, reporting, and overseeing safety information and related regulatory activities. This section specifies the minimum functional and feature requirements.

1. The system must support the HPRA to meet its ongoing legal obligations for the collection, processing, management, analysis and submission/exchange of ICSRs (serious and non serious) and SUSARs (Suspected Unexpected Serious Adverse Reaction), in line with applicable pharmacovigilance and GDPR legislation, guidance and standards.
2. The system must support end to end case management workflows for ICSRs and SUSARs, including intake, triage, allocation, follow up, medical/scientific assessment and completion, across a multidisciplinary team.
3. The system must provide a configurable workflow and notifications (e.g., assignment, escalations, timers/alerts, task lists) to maximise operational efficiency.
4. The system must provide comprehensive case data management, including unique identifiers, date/time stamping, versioning, record linking/merging, cross referencing and duplicate management, with appropriate controls.
5. The system must support duplicate case detection and de-duplication workflows (including case linking/merging) with a complete audit trail of decisions and actions.
6. The system must support case processing and coding using up to date regulatory dictionaries (including MedDRA) and shall support regular dictionary updates; it must also support coding to HPRA specific dictionaries where required (e.g., product/licence dictionary).
7. The system must support the secure electronic submission/exchange of safety information with external systems, including EudraVigilance, in accordance with applicable standards (e.g., ICH E2B (R3)) and include management of acknowledgements.
8. The system must provide role based access control and configurable access to data including personal/identifiable data, and provide anonymisation and/or pseudonymisation controls appropriate to pharmacovigilance processing and GDPR obligations.
9. The system should support configurable templates and standard text to support case processing outputs, including narrative generation where applicable.
10. The system should provide standard automation capabilities to improve efficiency and quality e.g. in case intake, coding, duplicate checking, narrative creation and quality checks (e.g., validations, QC/QA checks, spell checking for free text).
11. The system must support advanced search across all data elements, including structured fields and free-text fields, and shall support configurable queries, including for example the use of Standard MedDRA Queries (SMQs) and other types of aggregate data searches.
12. The system should support the use of Artificial Intelligence (AI) / Natural Language Processing (NLP) features to assist with extraction and interpretation of safety information, subject to appropriate human oversight and controls.
13. The system should support use in other vigilance areas (with additional configuration if necessary), including but not limited to vigilance of substances of human origin, medical devices and other areas.
14. The Tenderer must provide details of how the solution remains current with evolving mandated regulatory requirements.
The supplier is encouraged to provide comprehensive details of the functions and features of their proposed solution, and outline how it provides capabilities to enhance oversight of medicines safety and efficiencies to the HPRA. 

	B
	Auditability

	
	The solution must provide an audit trail and traceability of changes to data, capturing and retaining user and system activity.  This section specifies the minimum activity tracking and auditability requirements.
1. The solution must at minimum provide traceability of create/read/update/delete activity for records, workflow actions, attachments, data imports/exports, and report generation. The audit trail should include details of date/time and user/system attribution.
2. The system should support granular logging of field level changes (before/after values) and should  retain sufficient information to support reconstruction of case history.
3. Audit trail records should be searchable, retrievable and exportable for inspection and investigation purposes.
4. All inbound/outbound data exchanges (including acknowledgements) must be logged and traceable within the system.


	C
	Reporting, Analytics & Insight

	
	The solution must provide comprehensive reporting, analytics and insight capabilities to support operational, regulatory and management oversight of pharmacovigilance activities. The supplier should provide comprehensive details of the reporting, analytics, insight and artificial intelligence capabilities of their proposed solution. They should specify how these capabilities support proactive identification of emerging safety issues, interpretation of pharmacovigilance data, operational decision making, workload prioritisation, and data quality improvement.
1. Tenderers must specify how their proposed solution enables authorised users to access, analyse and interpret case, workflow, signal, data quality and service performance information. This should include standard reports, ad hoc reporting, user defined queries and configurable dashboards.
2. Tenderers must describe how the solution supports users to create, schedule, run and export reports, and how reporting outputs can be used to generate actionable insight.
3. They should highlight how their solution supports decision making, identifies emerging safety issues, assess workload and performance, and improve the quality and efficiency of pharmacovigilance processes and data.
4. The solution must support signal management reporting, including for example, counts of potential signals, signals under review, assessment timelines, outcomes, linked cases, and actions taken.
5. The solution must support data quality reporting covering missing mandatory fields, coding inconsistencies, incomplete follow up, invalid product references, and records requiring remediation.
6. The solution must support workload and service performance reporting by team, user, process stage, case category, and reporting source to support management oversight and resource planning.
7. The solution must allow authorised users to design, save, rerun, and export reports using regulator approved data fields and filters, with full auditability of report definitions and execution history.
Where artificial intelligence, machine learning or natural language processing capabilities are proposed, the supplier should describe the intended use cases, the data used, the level of human oversight, controls to ensure accuracy and explainability, auditability of outputs, management of bias and error, and compliance with applicable regulatory, data protection, information security and governance requirements.


	D
	Application Integration

	
	The HPRA’s pharmacovigilance application integrates with a number of systems and data sources, internal and external. They include but are not limited to adverse reaction reports received via the HPRA’s website, adverse reaction reporting to/from the European Medicines Agency, and the HPRA’s medicinal product information database. Integration technologies are varied, with a combination of an Axway gateway for connectivity to the European Medicines Agency, Power Automate and REST APIs for connectivity with HPRA data sources.

The proposed solution must support the intake of adverse reaction reports from HPRA reporting channels, including field mapping from online reporting forms without the need for manual intervention or re-mapping/re-coding. The solution must support secure ICSR/SUSAR transmission and exchange in accordance with ICH E2B (R3) and related EMA requirements, including management of acknowledgements via an Axway gateway connection for EudraVigilance submissions.

1. Tenderers must provide a comprehensive description of the proposed machine to machine integration, including technologies to be used, protocols, authentication and security controls, data mapping.
2. Tenderers must provide details as to how interfaces and transmissions are monitored. This should include monitoring of interface availability and message status, and alerting features for message failures.
3. Tenderers must provide details on data mapping and transformation. Details must be provided explaining how data fields will be mapped, transformed, and validated between the pharmacovigilance system and HPRA or external systems.
4. The response should clearly identify responsibilities of the tenderer, the HPRA, subcontractors and third parties, and should include details of any prerequisites, licences, certificates, network configuration, environments, documentation or support arrangements required to implement, operate and maintain integration between systems.
5. The response should identify other integration features available in their solution including supported protocols and standards (E2B(R3), XML/JSON, HL7/FHIR) and any proprietary formats.


	E
	Data Migration

	
	The supplier will be responsible for the end to end migration of data from the existing to the new application, ensuring completeness, accuracy, and preservation of data integrity and audit history. Data migration must be performed securely, in compliance with applicable data protection and information security requirements, with minimal disruption to HPRA operations. The supplier will be required to deliver full migration documentation (including cutover plan, rollback approach, and post migration support) and will be required to obtain formal HPRA sign off prior to go live.
1. Tenderer must provide details of the data migration strategy for migrating data from the existing to the new application. This should include details of the approach to mapping data, extract/cleansing and transformation as well as executing test migrations and a final production migration.
2. Tenderer must provide details of applications, tools or services required for data migration.
3. Tenderer must provide details of the roles and resources required for the data migration, including identifying resources and skills required from the HPRA to support the migration.  The response should describe the responsibilities of each role, including any activities required to review, prepare, cleanse, de-duplicate, validate, transform or format data for migration into the proposed solution.
4. The tenderer must provide details as to how a successful data migration is to be evidenced before final production load.
5. The Tenderer must supply details of how the HPRA’s data will be extracted and migrated from the supplier’s cloud hosted service to an alternative service at the end of the contract or on request by the HPRA. The response should explain the proposed exit and transition approach, including the available export formats, data structures, transfer mechanisms, validation controls, and any prerequisites for migrating the data to a replacement service, whether hosted by another provider or deployed on premise.


	F
	Hosting & Service Management

	
	The supplier will be responsible for providing a managed hosting platform and infrastructure for the application, interfaces and related technology components. Management of the platform must include normal technology service operations, patching and upgrades to the entire technology stack, backup, rollback and restore capabilities, and disaster recovery.

The entire hosting arrangement must comply with current best practice and in all respects comply with the provisions of GDPR, European and Irish data privacy legislation. It is anticipated that hosting and managing arrangements will extend for the duration of the Contract after which, at the HPRA’s discretion, it may be transferred to an alternative provider.

1. Tenderer must provide details of the proposed hosting arrangements including technical architecture of their proposed solution and hosting locations. Details must be provided of any third parties used providing hosting and/or technology services.
2. Tenderer must provide details of data residency and jurisdiction of production, backup, support, monitoring and log data will be stored and processed. Data must remain within the EU/EEA unless expressly approved by HPRA and supported by appropriate transfer safeguards.
3. Tenderer must provide details of how the HPRA’s tenant and data is logically or physically segregated from other customers, including in backups, logs, and support tools.
4. Tenderer must provide details of expected performance characteristics of the infrastructure including expected response times and any technical limits. Details of the scalability of the hosting solution and its ability handle periods of high volumes of traffic.
5. Tenderer must provide details of relevant certifications in respect of operation, security and management of the solution. Tenders should provide a statement in respect of their proposed solutions compliance with the provisions of NIS2.
6. Tenderer must provide details of the environments that will be provisioned under the service. A production, pre production and testing environment are required. Details should be provided on how different environment interface with other application test environments.
7. Tenderer must provide details of the operational support model including support processes, hours of support, and support outside business hours. Details should include information on roles and responsibilities for operational support including incident management, change management, testing, certificate renewal, endpoint changes and third-party coordination.  A sample Service Level Agreement must be included in the response.
8. Tenderer must provide details of measure in place to ensure resilience and continuity of their proposed solution. This should include information on disaster recovery and business continuity, and solution recovery times. 
9. Tenderer must provide details of how the proposed solution, including the application, infrastructure, platform services, databases, operating systems, development frameworks, integration components, third party libraries and security tooling, is kept current throughout the contract term.
10. Tenderers should also explain how updates to the technology stack are managed without adversely affecting service availability, security, performance, regulatory compliance, integrations, validated configuration, data integrity or user experience.



	G
	Security

	
	The tenderer will be responsible for ensuring the security of the entire solution, including protection of the infrastructure, application and hosted data from unauthorised access, loss or compromise. The supplier will be responsible for ensuring that protections are in compliance with data protection legislation. It is a requirement that a hosted solution provides single sign on controls integrated with the HPRA’s technical access management procedures.

The solution must incorporate effective security controls, including vulnerability management, timely patching, incident response arrangements, regular penetration testing and appropriate protection against denial of service attacks.

· Tenderer must provide details of the technical and organisational measures used to protect data throughout its lifecycle. This should include details as to how data security is implemented and administered from within their proposed solution.
· Tenderer must provide details of encryption and other measure to protect data both in transit and at rest. This should include details of encryption standards, key ownership, key rotation, key storage, and backup encryption.
· Tendered must provide details of security related event logging, monitoring and alerting.  This should include reference to proactive monitoring, alerting and retention of logs for investigation and audit purposes. 
· Tenderer must provide details of how the supplier proactively ensures maximum security is maintained. This should include reference to plans and independent assurance for security / intrusion testing and vulnerability scans.  Details should be provided of measures taken to protect the integrity of the development supply chain.
· Tenderer must provide details of procedures for security incident and/or personal data breach management. This should include details of the incident response process, notification timelines, escalation routes, evidence preservation and support for HPRA’s GDPR breach assessment and regulatory notification obligations.




Tenderers must specify any third party applications, services, tools or components required for the proposed solution to be implemented or to operate, including any end user licence agreements, subscription terms or usage restrictions that would apply to the HPRA.


[bookmark: _Toc235785010]Implementation Approach

Tenderers must provide a comprehensive description of their proposed approach and methodology for delivering, commissioning and transitioning the solution into operational use. The response should be structured under the headings below and should clearly describe how the tenderer will plan, govern, resource, manage and control the implementation from mobilisation through to go live and transition to support.

Given the age and limitations of the current legacy technology, the HPRA wishes to move to the replacement solution as efficiently as possible while minimising disruption to ongoing pharmacovigilance operations. Tenderers should therefore propose an implementation approach that supports an accelerated but controlled transition, with clear sequencing of activities, early identification and management of risks and dependencies, effective engagement with HPRA stakeholders, and appropriate safeguards to protect service continuity, data integrity, regulatory compliance and user readiness throughout the project.

Project Overview 
Tenderers should provide an overview of their proposed implementation approach and methodology, including the overall project structure, key delivery phases and approach to transitioning the application into production. The response should explain how the project will be initiated, how objectives and success criteria will be confirmed, how stakeholders will be engaged, and how scope, design and key deliverables will be reviewed and signed off.

Tenderers must provide an outline project plan for implementing the proposed solution. The plan should identify the main phases, activities, indicative timelines, key milestones, dependencies and decision points from mobilisation through to go live and transition to support.

Tenderers should clearly state the assumptions, dependencies and prerequisites on which the proposed plan is based. This should include any required HPRA inputs, decisions, approvals, technical access, data preparation, testing or other factors that may affect the timing or sequencing of project activities.

Tenderers should describe how the project plan will be managed and maintained during delivery, how progress will be monitored and reported, and how changes to timelines, sequencing, scope, assumptions or dependencies will be controlled. Tenderers should also provide an overview of the activities, resources and inputs required from the HPRA, explain how these will integrate with the overall project plan.


Governance, Roles & Responsibilities  
Tenderers should describe the proposed governance arrangements for the implementation, including the project structure, decision making and reporting arrangements, escalation routes and the respective responsibilities of the tenderer, the HPRA and any subcontractors or third parties. Tenderers should identify the key governance deliverables they expect to produce and maintain, such as mobilisation materials, project plans, status reports, risk and issue logs, decision logs, action logs and meeting records.
Tenderers must provide a clear summary of the roles, responsibilities and resources required to deliver the project successfully. The response should distinguish between roles provided by the tenderer, roles or inputs required from the HPRA, and any subcontractor or third party resources required to support delivery.
Tenderers should clearly identify activities that will require HPRA input, decisions, approvals, information, technical access, data preparation, testing, training participation, sign off or operational support. Any assumptions regarding HPRA availability, skills, decision making, technical dependencies, third party involvement, data quality, testing responsibilities or operational readiness must be explicitly stated.

Scope Management & Change Control  
Tenderers must provide a clear summary of the products, services, activities, deliverables, integrations, data services and other items included within their proposed solution and implementation approach. The response must also identify any items that are excluded from the proposed scope.

Tenderers must clearly distinguish between items included in the tendered scope and items that would require additional agreement, pricing, procurement approval or formal change control if required during the project. Tenderers must state the assumptions, dependencies and prerequisites on which their proposed scope is based.

Tenderers must describe their proposed process for managing changes to project scope, deliverables, responsibilities, assumptions, dependencies, timelines, costs or other agreed project parameters. The response should explain how change requests will be assessed, reviewed, approved and tracked throughout the project. Each change request should capture, as applicable, the nature of the proposed change, the reason for the change, the impact on scope, schedule, resources and costs.

Tenderers should identify the governance arrangements for approving changes, including the roles and responsibilities of the tenderer, the HPRA and any relevant subcontractors or third parties. The response should distinguish between minor project adjustments with no material impact on scope, cost, quality or timeline, and material changes that require escalation and formal approval before any additional work is undertaken.

Training, Change Management & Rollout  
Tenderers should describe their proposed approach to training and knowledge transfer for users, administrators and support teams. The response should explain how each user group will be prepared to use, manage and support the solution effectively, including the proposed training format, timing, audience groups, materials and any train the trainer arrangements.

Tenderers should describe the activities required to prepare for rollout, support cutover, confirm production readiness, confirm user and service readiness, and transition the solution into business as usual support arrangements. The response should identify the checks, approvals, communications, support arrangements and decision points required before go live.

Tenderers should identify the training, change management and rollout deliverables they expect to provide, including training materials, user guidance, administrator guidance, communications support, testing support, transition documentation, handover materials and early life support arrangements. The response should clearly identify the responsibilities of the tenderer, the HPRA and any subcontractors or third parties for production readiness, user readiness, service readiness, incident handling, knowledge transfer, early life support and ongoing account or customer success management.


[bookmark: _Toc235785011]Previous Experience  
Tenderers are required to provide three case studies of relevant work delivered that demonstrate successful delivery of services comparable in nature, scale and complexity to those required by the HPRA. Case studies should include experience delivering pharmacovigilance, medicines safety or comparable regulatory technology solutions for public sector, regulatory or equivalent organisations. For each case study, tenderers should provide the customer name, contact name and contact details, delivery dates, a detailed description of the services delivered, contract value, solution or platform implemented, hosting model, support arrangements and relevance to the HPRA’s requirements.


[bookmark: _Toc235785012]Proposed Team 
The successful supplier will be responsible for managing its deliverables and coordinating with HPRA project management from mobilisation through to project completion; ensuring that all supplier deliverables are completed on time, within budget, to the required quality standard and within agreed scope; managing risks and monitoring performance throughout the project; providing regular project status updates to the HPRA project manager; and planning and managing the supplier’s resources and any third parties involved in delivery, including coordinating with the HPRA project manager to ensure timely access to required HPRA resources.

Tenderers are required to provide a detailed description of the proposed team that will be assigned to the HPRA project, including the role, responsibilities and expected contribution of each team member in delivering the services. The response should identify the applicable roles to be assigned to the project, describe the account management arrangements for ongoing design, development and support services, and demonstrate the suitability of each proposed team member to perform their assigned tasks, including relevant experience on similar assignments and supporting curriculum vitae information where appropriate.

 
[bookmark: _Toc235785013]Contract and Relationship Management  
The HPRA requires the supplier to nominate a dedicated contract manager who will act as the main point of contact for the duration of the contract. This person will have the authority to deal with all matters in relation to contracts and be responsible for the satisfactory delivery of the services required. The duties of the contract manager will include the following: 
· Overseeing all aspects of the delivery of the services on behalf of the successful tenderer. 
· Overall responsibility for a good working relationship with the HPRA. 
· Providing regular updates on performance as agreed with the HPRA. 
· Meeting as and when required to review and examine performance outcomes and evaluation. 
· Dealing with disputes, complaints or concerns that cannot be adequately resolved. 
· Proactively discussing with the HPRA ways of improving efficiency regarding service delivery in general and providing suggestions for improvement and cost savings. 
 
The supplier should note that contract management activities will be non billable. 
 
[bookmark: _Toc235785014]Quality of the proposal  
In formulating their response, tenderers must demonstrate that they have sufficient capacity and resilience to support the HPRA throughout the contract term, including the availability of additional resources where multiple in scope projects require resourcing at the same time; effective backup arrangements where assigned resources become unavailable due to illness or other circumstances; and clear processes for knowledge sharing, cross training and onboarding of replacement or supplementary resources. Tenderers must also describe how they will provide ongoing support and maintenance, including advice and support to the HPRA during core working hours of Monday to Friday, 8.00am to 6.00pm, excluding public and bank holidays, and must clearly state their proposed emergency response times and arrangements for working on critical issues until a satisfactory resolution is achieved.


[bookmark: _Toc235785015]Innovation   
Tenderers are required to outline how innovation in their proposed solution will deliver additional value to the Contracting Authority over the term of the contract. The response should describe relevant current capabilities, planned product roadmap developments, service improvements, automation, usability enhancements, reporting or analytics improvements, sustainability measures, and other value added features that may support the Contracting Authority’s objectives.

Tenderers should clearly explain how such innovation will be made available, implemented and supported as part of the proposed solution and service model. Any innovation, enhancement, product improvement, service improvement, roadmap feature or value added activity described in the tender response must be provided at no incremental cost to the Contracting Authority.
[bookmark: _Toc235785016]PRICING

The Tenderer must provide full details of all costs associated with the implementation and use of their proposed solution. This includes core functionality, optional modules, implementation charges and ongoing service costs. Any technical, service, licensing or other prerequisites required from the HPRA must be clearly stated.

The Tenderer is required to provide comprehensive and granular details of their licensing model and all elements of associated cost. They should specify the basis of their cost model (number of users, number of cases, or other) and must include details and costs for any modules required to provide full features to their product suite. Where applicable the Tenderer should specify. 

Tenderers must complete the pricing tables in the section below. Failure to complete will result in the Tenderer being eliminated from the Competition. If there Is no charge applicable for any given item then tenderers must enter €0.00. Costs inserted into the Pricing Schedule will give the Ultimate Cost which will be used for evaluation purposes as outlined in this RFT. All rates and prices quoted must be in Euros [€] and exclusive of VAT.

[bookmark: _Toc235785017]Licensing/Subscription Costs

The current annual case load is typically in the region of 12,000 individual cases per annum and has been growing steadily in recent years. Individual cases can have many versions as supplemental information is received from reporting parties. The current pharmacovigilance database contains in the region of 170,000 case reports dating from the 1960s. Adverse reaction reports are processed by about 25 staff, ranging from administrative to medical assessors. On occasion, staff numbers and case numbers may rise significantly, for example in a public health emergency, as was the case in the recent COVID-19 pandemic. This involved close to doubling of staff numbers engaged in human pharmacovigilance activities for a temporary but extended period of time.

As it is a requirement that the solution be extensible to other product domains including veterinary medicines, medical devices and other categories in the future, the supplier must provide details of licensing model and costs, where applicable, assuming a user base of 25, 35, 45 and 60 users. The supplier must provide details of costs associated with case volumes and numbers of users as indicated in the table below. 

Tenderers are required to complete the pricing table below as part of the Tender Response Document. Costs must be entered in all cells in the table. The quantities provided are for the purposes of Tender evaluation and are not to be considered as a guarantee of any minimum volumes.

Proposed Additional Licensing Requirements
Licensing Model and Pricing Assumptions
Tenderers must clearly describe the basis of their proposed licensing model and provide sufficient detail to allow the Contracting Authority to evaluate and compare tenders on a like-for-like basis.
The response must include:
· The licensing basis used by the Tenderer (e.g. named users, concurrent users, annual case volumes, transactions, enterprise licence, storage consumption, modules or other charging mechanisms).
· Details of any mandatory or optional modules, components, services or subscriptions required to deliver the functionality specified within this RFT.
· Details of any limits, thresholds or assumptions that may affect pricing, including user numbers, case volumes, storage volumes, interfaces, environments, reporting capabilities or third-party services.
· Details of any charges associated with production, pre-production, test, disaster recovery or development environments.
· Confirmation that all costs required to meet the requirements of this RFT have been included in the pricing schedules.


	Table 1: Licensing Costs

	Number of New Cases

	Number of Users
	15,000
	25,000
	35,000
	50,000

	25
	€ Insert Here
(40% weighting)
	€ Insert Here
(15% weighting)
	€ Insert Here
(0% weighting)
	€ Insert Here
(0% weighting)

	35
	€ Insert Here
(15% weighting)
	€ Insert Here
(20% weighting)
	€ Insert Here
(0% weighting)
	€ Insert Here
(0% weighting)

	45
	€ Insert Here
(0% weighting)
	€ Insert Here
(0% weighting)
	€ Insert Here
(5% weighting)
	€ Insert Here
(0% weighting)

	60
	€ Insert Here
(0% weighting)
	€ Insert Here
(0% weighting)
	€ Insert Here
(0% weighting)
	€ Insert Here
(5% weighting)



Licensing costs will be awarded a ‘licensing cost score’ which will be calculated as follows. The costs entered by the Tenderer in the blue cells will be allocated in the weighting percentages indicated in the table to the “Tendered Licensing Rate under Evaluation”. The ‘Licensing Cost Score’ will then be calculated using the following formula:

	Licensing Cost Score
	=
	Lowest Tendered Licensing Rate
	x
	Maximum Number of Marks Available

	
	
	________________________

Tendered Licensing Rate under evaluation

	
	



Variations and/or qualifications to ‘Table 1: Licensing Costs’ are not permitted and will render tenders invalid.

The lowest price tender that also meets all the minimum requirements of the qualitative award criteria will receive the maximum score achievable under this criterion. Details of any variations of charges if case volumes or user numbers are higher or lower that this number should be provided.

	Item
	Unit of Measure
	Cost (€ Ex VAT)

	Additional Named User
	Per User Per Annum
	€

	Additional Concurrent User
	Per User Per Annum
	€

	Additional 1,000 Annual Cases
	Per 1,000 Cases
	€

	Additional 10,000 Cases
	Per 10,000 Cases
	€

	Additional Storage
	Per TB Per Annum
	€

	Additional Non-Production Environment
	Per Environment Per Annum
	€



Notes:
1. These rates will not form part of the scored evaluation unless otherwise stated.
2. The rates provided will be used by the Contracting Authority for budgetary planning and future contract management purposes.
3. Tenderers must clearly identify any minimum charging thresholds or volume commitments associated with the above rates.



Tenderers must identify and provide detailed separate costs for any module, component or feature that is charged on an instance basis, where one charge applies per installation or deployment of that module. Where instance based charges apply, tenderers must specify the cost if applicable for each required environment (production, test, development, etc.). Tenderers must clearly state whether such charges are one off or recurring, whether they are mandatory or optional, and whether any additional implementation costs apply.

The Contracting Authority shall not be under any obligation to purchase any minimum value of Services under any Agreement.

[bookmark: _Toc235785018]Implementation Costs

Tenderers must provide detailed costs for the implementation of their proposed solution. Cost information must be detailed and include resources and services required to implement the solution and bring it into operational use by the HPRA.

Tenderers must provide a detailed breakdown of all implementation costs included in the table below. The breakdown must identify each resource type proposed by the tenderer, the number of days allocated to each resource type, the applicable daily rate, the total cost for each resource type.

	Table 2 : Implementation Costs

	Resource Type
	Daily Rate (€)
	Days Required
	Total Cost

	Insert Resource Type Here
	€ Insert Here
	Insert Resource Days
	

	Insert Resource Type Here
	€ Insert Here
	Insert Resource Days
	

	Insert Resource Type Here
	€ Insert Here
	Insert Resource Days
	

	
	
	
	

	
	
	Total Implementation Cost:
	



Tenderers must also identify any non-resource implementation costs, including third party costs, tools, environments, travel, expenses or other charges. Any assumptions, dependencies, exclusions or items that would require separate pricing, contractual agreement or change control must be clearly stated.

[bookmark: _Toc235785019]Professional Services

Tenderers must provide a table setting out the costs for additional professional services that may be requested by the HPRA during the contract term. These services may include, but are not limited to, additional configuration, development, integration, data migration, reporting, training, testing, advisory, project management or support activities that are outside the fixed implementation scope.

All tenderers must populate the following table with their daily rates for the roles covered within scope of this agreement. Please note, tenderers should populate this table within the provided (separate) Tender Response Document (TRD). 


	Table 3. Professional Services

	(A) Role
	(B) Daily Rate
	(C) Weighting
	(D) Weighted Cost:
((B) Multiplied by (C))

	Project Manager
	€ Insert Here (Ex Vat)
	10%
	€ To be completed by CONTRACTING AUTHORITY

	Business Analyst
	€ Insert Here (Ex Vat)
	10%
	€ To be completed by CONTRACTING AUTHORITY

	Analyst Programmer
	€ Insert Here (Ex Vat)
	20%
	€ To be completed by CONTRACTING AUTHORITY

	Senior Analyst Programmer
	€ Insert Here (Ex Vat)
	25%
	€ To be completed by CONTRACTING AUTHORITY

	Test Analyst
	€ Insert Here (Ex Vat)
	15%
	€ To be completed by CONTRACTING AUTHORITY

	Test Manager
	€ Insert Here (Ex Vat)
	10%
	€ To be completed by CONTRACTING AUTHORITY

	Database Engineer / Administrator
	€ Insert Here (Ex Vat)
	10%
	€ To be completed by CONTRACTING AUTHORITY

	Professional Services Tendered Rate:
	€ To be completed by CONTRACTING AUTHORITY



The table must identify each professional services role or service type, the applicable daily or hourly rate, the basis on which the rate applies, and any minimum engagement period, call off condition, assumptions, expenses, third party costs or other charges. All rates must be stated in Euro and exclusive of VAT. The HPRA will not be obliged to purchase any minimum volume of additional professional services.

The costs score will then be calculated using the following formula:

	Profesional Services Price Score
	=
	Lowest Tendered Professional Services Rate
	x
	Maximum Number of Marks Available

	
	
	________________________

Professional Services Tendered Rate under evaluation

	
	




The lowest price tender that also meets all the minimum requirements of the qualitative award criteria will receive the maximum score achievable under this criterion. The scores of the other valid tenders will be calculated using the following formula.
[bookmark: _Toc66117036][bookmark: _Toc235785020]Anticipated Timeline

The following indicative timeline is envisaged for this procurement:

	Issue RFT
	24/07/2026

	Closing date for queries
	11/09/2026 12, Noon

	Closing date for receipt of tenders
	25/09/2026 12 Noon



The dates provided are estimates at the time of publication of the Request for Tender. The Contracting Authority will endeavour to run the process to this timetable, but this cannot be guaranteed.

[bookmark: _Toc235785021]Award to Runner Up

If, following the award of a contract, the successful Tenderer cannot, for whatever reason, deliver the required services to the satisfaction of the Contracting Authority reserves the right to award the contract to the next highest scoring tenderer emerging from the process at any time during the contract tender validity period.

This shall be without prejudice to the right of the Contracting Authority to cancel this competitive process and/or initiate a new contract award procedure at its sole discretion.

[bookmark: _Toc235785022]Selection Criteria

The Contracting Authority is using a Single Stage Procedure for the award of this contract therefore, while all interested parties may submit a tender, only those demonstrating that they have the required level of financial and technical capacity will have their tender considered. In order to demonstrate a tenderers qualification, tenderers are required to provide the information set out below in the Tender Response Document (TRD) which is based on a self declaration model, however tenderers are required to provide the minimum information required.
[bookmark: _Toc235785023]Declarations & Requirements

Tenderers are required to provide information in the Tender Response Document (TRD). The Tender Response Document outlines the following areas that will be assessed on a pass/fail basis. Failure to comply with the requirements will result in the tender being considered inadmissible.

1. Section 2.1 of the TRD – General contact information, turnover & Insurance
2. Section 2.2 of the TRD – Financial Information
3. Section 2.3 of the TRD – Declaration Re Personal Circumstances – Article 57
4. Section 2.4 of the TRD – Declaration Re Statutory Obligations

	Tax
	Confirmation that the tenderer/all parties associated with the tenderer are fully tax compliant. Please refer to the tax rules contained in the Tender Response Document. 

	Turnover and Financial Standing
	Confirmation of Financial standing ensuring the tendering party has the financial capacity to pay its debts identified on the current statement of assets and liabilities as being the debts as they fall due. 
 
Evidence of the above statement will be required prior to the award of any contract. 

	Insurance
	Confirmation of the following insurances being in place. 

	 
	Insurance type 
	Required value € 

	 
	Employers liability 
	€12.7 million 

	 
	Public Liability 
	€6.5 million 

	 
	Professional Indemnity 
	€1 Million 

	 
	Cyber Security 
	€5 Million 



[bookmark: _Toc235785024]Award Criteria

Only tenders, which meet the selection criteria and are confirmed as valid and responsive to the specifications set out in this document will be evaluated against the award criteria. The contract will be awarded on the basis of the most economically advantageous tender as identified in accordance with the Award Criteria as set out in the table below. 

Tenderers should ensure that they have submitted sufficient relevant information to allow tenders to be assessed under each of the award criteria set out below.


The evaluation will be conducted in two stages. A maximum of 9,000 marks will be awarded for the written proposal. Following the evaluation of written tenders, the Contracting Authority reserves the right to invite the highest-scoring tenderers to participate in a software demonstration. A maximum of 1000 marks will be awarded for the demonstration stage. The demonstration will be evaluated in accordance with the published award criteria and weightings set out below.”



	Criterion A
	Weighting
	Maximum Marks
	Minimum Marks

	
	30%
	3000
	N/A

	Title
	Ultimate Cost (excluding VAT)

	Description
	Suppliers are required to complete the pricing schedule in the Tender Response Document (TRD)

A) Licensing Cost: Tenderers must update the table provided in the TRD in respect of annual licensing costs (60% of Ultimate Cost marks).
B) Implementation Cost: Tenderers must update the table provided in the TRD in respect of implementation project costs (30% of Ultimate Cost marks).
C) Additional Resourcing Costs: Tenderers must update the table provided in the TRD in respect of additional resourcing costs (10% of Ultimate Cost marks).



	Criterion B
	Weighting
	Maximum Marks
	Minimum Marks  60%

	
	40%
	4000
	2400

	Title
	Technical Merit

	Description
	A) Fit to Requirements: Tenders solution demonstrably fits the requirements as set out in section 2.1 Solution Requirements 
B) Quality of the proposal: Tenderers will demonstrate the quality of their proposal and how this will benefit the HPRA.
C) Innovation: Tenderers will be evaluated on how innovative their proposal in respect of the HPRA requirements.
D) Demonstration: Highest scoring tenderers will be invited to demonstrate the software and answer questions and scenarios and or scripts (1,000 Marks).


	Criterion C
	Weighting
	Maximum Marks
	Minimum Marks  60%

	
	20%
	2000
	1200

	Title
	Project Delivery

	

	A) Approach and Methodology: Tenderers will outline and demonstrate the approach and methodology they will use to implement the project as required.
B) Previous Experience: Tenderers will outline and demonstrate their relevant experience delivering a project of similar size and nature. 



	Criterion D
	Weighting
	Maximum Marks
	Minimum Marks  60%

	
	10%
	1000
	600

	Title
	Contract and Relationship Management

	Description
	A) Contract and relationship management: Tenderers are required to demonstrate their approach to contract a relationship management.




Note: Tenderers should ensure in their tenders that they provide detailed information in respect of all aspects of the contract award criteria as stated above. This will enable the awarding authority to fully assess the extent of their offers.



[bookmark: _Toc235785025]Methodology for evaluating Criterion A – Ultimate Cost

Please take note of section 7.4 Clarification of Abnormally Low Tenderers of this document when completing Pricing information. Please complete the cost schedule included in the TRD and should include details on any cost savings that may apply. All costs must be quoted in Euro (€), exclusive of VAT and shall be considered to be a best and final offer.

 

Tenderers are required to submit all licensing/subscription costs associated with the use of the proposed solution as outlined in Section 3.1 Licensing/Subscription Costs. Refer to the details provided in this section for information on how the costs information provide will be used for evaluation.  

For the avoidance of doubt, all prices are fixed for the duration of the Contract (3 years) with the option to extend annually thereafter. Any extension to this contract will be charged at the same fee structures submitted at this time. 

Tenders should be priced in such a way as to facilitate the calculation of the cost of the provision of the service required, as detailed within this document. The Charges below shall include any and all expenses incurred by the Tenderer, its employees, servants and agents in the performance of the Services.

The cost of all materials and services included in the Contract shall be invoiced and paid in Euro. No variations shall be allowed for any currency fluctuations or inflation during the life of the contract

[bookmark: _Toc235785026]Methodology for calculating Scoring of Qualitative Criteria

[image: ]

[bookmark: _Toc235785027]Clarification/Verification/Negotiation meetings

Award of contract may be subject to attendance at a clarification and verification meeting. It would be essential that the key individual proposed to be assigned to this contract agreement would be available and present for this meeting. If required tenderers will be notified of the date, time agenda and format for such meetings as soon as possible. However, the contracting authority reserves the right to award the contract on foot of an original tender without such a meeting.



[bookmark: _Toc235785028]Clarification of Abnormally Low Tenders

If the Contracting Authority considers the tender submission to be commercially unsustainable or otherwise problematic in light of the tendered price or any other financial matter (including proposed indicative days), the tenderer shall be invited to provide clarification to the Contracting Authority in respect of all elements of the tender submission that the Contracting Authority deems relevant. Any failure to satisfactorily comply with such a request or to satisfactorily address the Contracting Authority’s concerns may at the discretion of the Contracting Authority result in the elimination of the tender in question based on it being considered abnormally low.


[bookmark: _Toc235785029]Instructions For Tenderers
[bookmark: _Toc235785030]Submissions of tenders

The Contracting Authority is using the Tender Post box facility and tenders must be submitted electronically via the eTenders post box facility on only. Only Tenders submitted to the electronic post box will be accepted. Tenders submitted by any other means will not be accepted.

[bookmark: _Toc235785031]Closing date for Tenders

	The closing date for tender responses
	25th of September at 12 Noon



It is the responsibility of the tenderer to ensure that their tender is complete and is uploaded/submitted by the designated deadline.

[bookmark: _Toc235785032]Queries

All queries regarding this tender should be through the messaging facility on www.etenders.gov.ie including any omissions, which would prevent tenderers from submitting a comprehensive tender. Please submit queries as soon as possible.

	The closing date for queries
	11th of September at 12 Noon

	Process for submitting queries
	Via the e-tenders messaging facility



[bookmark: _Toc235785033]Extension of Tender Period

The Contracting Authority reserves the right at its sole discretion to extend the closing date for receipt of tenders by giving notice in writing to all parties who have expressed an interest in the notice via eTenders no later than six days before the original closing date.

Tenderers will be responsible for any costs incurred by them in the event that they are required to attend clarification or other meetings or make a presentation of their proposals.

[bookmark: _Toc235785034]Tender validity period

To allow sufficient time for Tender assessment a Tender Validity period of 12 months is required, this period commencing on the closing date by which the tenders are due to be returned.

[bookmark: _Toc235785035]Formatting of Tenders/ Amending Tender Documentation

Tenderers must ensure the following:
· The first page of their tender contains all the relevant contact information.
· All responses should include page numbers and contents page.
· Follow where possible the number structure of the invitation to Tender.
· Ensure that the tender response is structured in a format for ease of evaluation customised to the RFT.

The Contracting Authority may at its discretion eliminate the tenderer from further consideration. Likewise, failure to use the template documentation provided particularly in relation to costing/pricing may result being eliminated.

[bookmark: _Toc235785036]Confidentiality, Lobbyying and Freedom of Information

After the official opening of Tenders, information relating to the examination clarification evaluation and comparison of Tenders and recommendations will not be disclosed to tenderers or other persons not officially concerned with such process until the award decision with the successful tenderer has been announced and in conformity with national laws.

Tenderers shall treat the details of all documents supplied to them in connection with this contract as private and confidential and shall not disclose the contents to a third party without the permission of the Contracting Authority.

Any effort by the Tenderer to influence the Contracting Authority or their staff in the process of examination clarification evaluation and comparison of tenders and in decisions concerning the award of the contract may result in the rejection of that Tender.

Tenderers should be aware that information provided by them during this Competition may be liable to be disclosed under the Freedom of Information Act 2014 and the European Communities (Access to Information on the Environment) Regulations 2007 to 2014. 

[bookmark: _Toc235785037]Clarification of Tenders

The Contracting Authority is entitled but not obliged to seek clarifications of tenders including pricing breakdowns in the course of the evaluation process. No change in the price or substance of the Tender shall be sought offered or permitted. To assist in finalising the tender evaluation selected tenderers may be invited to attend clarification meetings with the Contracting Authority.

[bookmark: _Toc235785038]Correction of Errors

Detailed pricing of all tenders will be examined for errors that might alter the tender pricing as determined from the figures on the tender or as between the hard copy and electronic versions of the tender. In general, the following approach will be applied to manifest errors – where there is discrepancy between the unit price and the total amount derived from the multiplication of the unit price and the quantity the unit price as quoted will normally govern.

The amount stated in the tender form will be adjusted by the Contracting Authority in accordance with the above procedure and with the agreement of the tenderer shall be considered as binding upon the tenderer. Without prejudice to the above, a tenderer not accepting the correction of their tender as outlined may have their tender rejected.

[bookmark: _Toc235785039]Conflict of interest

Any conflicts of interest involving a contractor (or contractors in the event of a consortium bid) must be fully disclosed to the HPRA, particularly where there is a conflict of interest in relation to any recommendations or proposals put forward.

Any registerable interest involving the contractor or any sub contractors and the Minister for Health, members of the Government, members of the Oireachtas or employees of the Health Products Regulatory Authority, or their relatives must be fully disclosed in the response to this invitation to tender or should be communicated to the HPRA immediately upon such information becoming known to the contractor, in the event of this information only coming to their notice after the submission of a bid and prior to the award of the contract.  The terms ‘registerable interest’ and ‘relative’ shall be interpreted as per section 2 of the Ethics in Public Office Act, 1994.

[bookmark: _Toc235785040]Interference with the tender evaluation process

Tenderers who endeavour to influence or interfere in any way with the tender evaluation process or award decision will have their tender rejected.

[bookmark: _Toc235785041]Right not to award

The HPRA is not bound to accept the lowest or any tender; no commitment of any kind, contractual or otherwise, will exist unless a formal contract has been executed by and on behalf of both parties. The award of this tender will not give rise to any enforceable rights by the tenderer. The HPRA reserves its position.

[bookmark: _Toc235785042]Notification of Tender Evaluations

All tenderers will be informed of the outcome of their tenders following tender evaluation and any necessary clarifications.

Potential outcomes can be:

1. Establishment of Award of Contract
2. Letter of Regret
3. Decision not to proceed with the award of the contract

[bookmark: _Toc235785043]Award Notices

Following the award of contract, an award notice will be despatched via e-tenders/Email announcing the successful supplier in respect of this competition

[bookmark: _Toc235785044]Policy on personal debriefings

Based on the provision of the information to unsuccessful tenderers outlined above and due to resourcing constraints, the Contracting Authority will not be offering individual debriefing meetings to unsuccessful bidders.

[bookmark: _Toc235785045]Environmental Aspects

The Contracting Authority is committed to the principles of environmental management in its activities, and it encourages the implementation of sustainability principles in its procurement practices. Tenderers/contractors should make all reasonable efforts to minimise adverse environmental impact in the methods of services delivery and in materials used.

Tax Clearance Certificate

It will be a condition for the award of this contract and that the successful candidate furnishes a General Tax Clearance Certificate issued by the Irish Revenue Commissioners.

[bookmark: _Toc235785047]Review of supplier performance

The successful tenderers will be appointed for a probationary period of six (6) months, during that time the supplier will be assessed based on various relevant qualitative criteria. At the end of the six (6) month probationary period, the contract shall either be allowed to continue if performance has been satisfactory or terminated if it has not and supplier shortcomings cannot be addressed. In the event that the contract is renewed, the contract shall be subject to a further official review every twelve (12) months thereafter and will only be renewed subject to satisfactory performance.

Supplier performance will however be continually monitored over the term of the contract, cost competitiveness, quality of service and turnaround time will be the main criteria for measuring performance. It is expected that the successful tenderers will take a proactive role in monitoring performance with a view to making appropriate recommendations where necessary.

[bookmark: _Toc49167237][bookmark: _Toc235785048]Payment terms

European Communities (Late Payments in Commercial Transactions) Regulator 2012 (SI Number 580 of 2012)

The service provider shall be paid in accordance with the provisions of the Prompt Payment Accounts Act 1997, as amended by the European Communities (Late Payment in Commercial Transactions) Regulations 2012 (SI Number 580) and is obliged to pay subcontractors (if relevant) in accordance with those provisions. 

The HPRA retains the right to withhold payment where the service provider has failed to meet its contractual obligations in relation to the delivery of services to an acceptable level of quality.

All costs, damages, or expenses for which the service provider is liable to the HPRA may be deducted from any monies due or becoming due to the service provider or may be recovered by action at law or otherwise from the service provider.

	Data Protection 										
The Contracting Authority will be a Data Controller in respect of any Personal Data required to be provided by the Tenderer in response to this RFT. The Tenderer, as Data Controller in respect of any Personal Data provided by it in its Tender, is required to ensure that all Data Subjects whose Personal Data is provided by the Tenderer have consented to the processing of such Personal Data by the Tenderer, the Contracting Authority, the evaluation team and the supplier of the etenders.gov.ie website, for the purposes of the participation of the Tenderer in this Competition or that the Tenderer otherwise has a legal basis for providing such Personal Data to the Contracting Authority for the purposes of its participation in this Competition.
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