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APPENDIX 2: TENDER RESPONSE DOCUMENT 
FRAMEWORK AGREEMENT 
UNDER THE OPEN PROCEDURE 


TENDER REFERENCE: COSE1845-2026



	Title:
	PROVISION OF IMPLANTABLE ACTUATOR FOR A MEDICAL DEVICE 

	University Ref: 
	COSE1845-2026

	eTenders CfT Ref:
	

	Organisation Name:
	University of Galway

	Contact Name:
	via eTenders messaging function only

	Contact Email:
	via eTenders messaging function only

	Funding Body
	Enterprise Ireland

	The closing date for tenders
	12.00 hours (local time) on 03/07/2026

	The closing date for Queries
	12:00 hours (local time) on   19/06/2026





[image: A picture containing text, bottle

Description automatically generated]



NOTE:  
Tenderers must use the Tender Response Document and other documents provided by the Contracting Authority in preparing their response. The response documents must be uploaded in a Zip file on eTenders in order to protect the integrity of file names. Please include your company name in the title of each document.  
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[bookmark: _Toc215486504]DISCLAIMER
All information contained in this Request for Tenders document is provided for the purpose of facilitating the production and submission of tenders. 
Tenderers are recommended to read the Request for Tenders document thoroughly. While all reasonable steps have been taken to ensure that the information set out in this document is factually correct, no representation or warranty, express or implied, is or will be made or given in relation to the accuracy or the completeness of any information contained in this document or otherwise provided by or on behalf of the University of Galway (hereinafter “the Contracting Authority”), in writing or otherwise, to any interested party or its advisers. No responsibility or liability for any loss or damage arising as a result of reliance on this document, or for the information contained in this document, or for any omission is or will be accepted by the Contracting Authority or by any of its officers, employees, agents or professional advisers. No officer, employee, agent, or professional adviser of the Contracting Authority has any authority to give or make any representation or warranty, express or implied, in relation to such information. The Contracting Authority’s officers, employees, agents and professional advisers expressly disclaim any and all liability arising out of such documentation or information and any errors or omissions in or from the documents and information. 
The Contracting Authority shall NOT be bound to accept the lowest or any tender proposal and reserves the power to accept any part of any tender proposal, unless the bidder expressly stipulates to the contrary at the time of tendering.
Without prejudice to the principle of equal treatment, the Contracting Authority is not obliged to engage in a clarification process in respect of tender submissions with missing or incomplete information. Therefore, tenderers are advised to ensure that they return comprehensive tender submissions in order to avoid the risk of elimination from the competition.
[bookmark: _Hlk99533650] 


[bookmark: _Toc201241120][bookmark: _Toc215486505]Instruction for Completion
This document MUST be used for the submission of tenders. 
Tenderers should ensure they have read the Request for Tender before they attempt to complete this Tender Response Document.  
If you consider that the Tender Response Document is missing any information which would prevent you from preparing a comprehensive response, please contact the Contracting Authority as soon as possible.     
Where there is a discrepancy between the contents / instructions in this document and the Request for Tender, the Request for Tender will take precedence.   
Tenderers must follow the instructions contained in this document in relation to attachments, format for submission, etc.  
Where tenderers are relying on other parties to meet the selection criteria and/or deliver elements of the requirements, those parties must be clearly identified and be available to deliver elements of the contract.


[bookmark: _Toc201241121][bookmark: _Toc215486506]Response to the Selection Criteria
[bookmark: _Toc201241122][bookmark: _Toc215486507]General Information
	Tenderer Summary

	Weighting: Pass/Fail
Pass Requirement: Tenderers must complete this Section.

	Organisation Name:
	

	Contact Name:
	

	Position:
	

	Address:
	

	Telephone (Office):
	

	Telephone (Mobile):
	

	Email:
	

	Authorised Name of the person who can sign the contract on behalf of tenderer at award stage
	

	Email address for Authorised Name 
	

	Website:
	

	VAT Registration Number:
	

	Date of Establishment:
	

	Legal Status (Company, Sole Trader, etc.):
	

	Is the Tenderer a Small and Medium Enterprise (SME)?
	Yes
	
	No
	

	SMEs are enterprises which employ fewer than 250 persons and which have an annual turnover not exceeding €50 million, and/or an annual balance sheet total not exceeding €43 million

	Is the tenderer a consortium / group of Economic Operators?




	Yes
	
	No
	

	If yes, please provide the following information:

	Name of Party to Tender
	Proposed Role in Tender (e.g. meeting selection criteria and/or deliver elements of contract/framework)
	Information provided on behalf of tendering party to meet selection (e.g. turnover, previous experience, personnel, etc.)

	
	
	

	
	
	

	
	
	



[bookmark: _Toc201241123][bookmark: _Toc215486508]Declarations 
	Article 57 Declaration under Public Sector Directive 2014/24/EU

	Weighting: Pass/Fail
Pass requirement: Tenderers must complete, sign and date this Declaration. The Contracting Authority reserves the right at its discretion to exclude a non-compliant tenderer under each heading.  This must be completed by each group member.

	Economic Operators will be excluded from the procurement process if, within the past five (5) years, there is evidence of a conviction relating to a specific criminal offence listed below (see 1.1) or if they have been the subject of a binding legal decision which found a breach of legal obligations to pay tax or social security contributions (see 1.2) (except where this is disproportionate e.g. where only minor amounts are involved).

	1.1
	Has the Economic Operator or a member of their proposed consortium, (if applicable), Director, or Partner or any other person who has powers of representation, decision or control, been convicted of any of the following offences?
	Yes
	No

	
	
	Please indicate your answer by marking ‘X’ in the relevant box

	1.1a
	participation in a criminal organisation, as defined in Article 2 of Council Framework decision 2008/841/JHA;
	
	

	1.1b
	corruption, as defined in Article 3 of the Convention on the fight against corruption involving officials of the European Communities or officials of Member States of the European Union and Article 2(1) of Council Framework Decision 2003/568/JHA as well as corruption as defined in Irish Law or the jurisdiction in which the Economic Operator is established;
	
	

	1.1c
	fraud within the meaning of Article 1 of the Convention on the protection of the European Communities’ financial interests;
	
	

	1.1d
	the subject of a conviction for terrorist offences or offences linked to terrorist activities or for inciting or aiding or abetting or attempting to commit an offence;
	
	

	1.1e
	the subject of a conviction for money laundering or terrorist financing;
	
	

	1.1f
	the subject of a conviction of child labour and other forms of trafficking in human beings;
	
	

	1.2
	Non-payment of taxes or social security obligations
Has it been established by a judicial or administrative decision having final and binding effect in accordance with Irish law or the legal provisions of the country in which the Economic Operator is established (if outside Ireland), that the Economic Operator is in breach of obligations related to the payment of tax and social security contributions?
If the response to 1.2 above is in the affirmative, please provide further information on the decision and the amounts involved.
	
	

	An Economic Operator who answers ‘Yes’ in any of the situations set out in paragraphs 2.1.a to 2.1.i will be excluded.

	2.1
	Please indicate if any of the following situations have applied, within the past three (3) years, or currently apply, to your organisation.

The Economic Operator:
	Yes
	No

	
	
	Please indicate your answer by marking ‘X’ in the relevant box

	2.1a
	has, in the performance of any public contract, failed to comply with applicable obligations in the field of environmental, social and labour law applying at the place where the works were carried out or the services provided, as established by EU law, national law, collective agreements or by international, environmental, social and labour law listed in Annex X of Directive 2014/24/EU;
	
	

	2.1b
	is bankrupt or the subject of insolvency or winding-up proceedings, its assets are being administered by a liquidator or by the court, or has entered into an arrangement with creditors, suspended its business activities or is in any analogous situation arising from a similar procedure under national laws and regulations;  
	
	

	2.1c
	is guilty of grave professional misconduct which renders its integrity questionable;
	
	

	2.1d
	has entered into agreements with other Economic Operators aimed at distorting competition;
	
	

	2.1e
	has a conflict of interest within the meaning of Article 24 of 2014/24/EU that cannot be effectively remedied by other, less intrusive, measures;
	
	

	2.1f
	confirms that it has had prior involvement in the preparation of the procurement procedure which has resulted in a distortion of competition, as referred to in Article 41 of 2014/24/EU, that cannot be remedied by other, less intrusive, measures;
	
	

	2.1g
	has shown significant or persistent deficiencies in the performance of a substantive requirement under a prior public contract, a prior contract with a contracting entity, or a prior concession contract, which led to early termination of that prior contract, damages or other comparable sanctions.
	
	

	2.1h
	· is guilty of serious misrepresentation in supplying the information required for the verification of the absence of grounds for exclusion or the fulfilment of the selection criteria; or
· has withheld such information or is not able to submit supporting documents required under Article 59 of Directive 2014/24/EU; or
	
	

	2.1i
	has undertaken to:
· unduly influence the decision-making process of the contracting entity, or
· obtain confidential information that may confer upon the tenderer undue advantages in the procurement procedure; or
· negligently provide misleading information that may have a material influence on decisions concerning exclusion, selection or award.
	
	

	Statutory Obligations Declarations

	We confirm that we are fully compliant with the following legislation, or equivalent legislation in our country of establishment / operation:
	Yes
	No

	(i)
	Employment Equality Acts 1998-2011
	
	

	(ii)
	Equal Status Acts 2000-2011
	
	

	(iii)
	National Minimum Wage Act 2000 as amended
	
	

	(iv)
	Organisation of Working Time Act 1997 as amended
	
	

	(v)
	Safety, Health and Welfare at Work Act 2005 and Safety, Health and Welfare at Work (General Application) Regulations 2007
	
	

	(vi)
	Disability Act 2005
	
	

	(vii)
	General Data Protection Regulation 2016/679
	
	

	(viii)
	Children First Act (2015)
	
	

	(ix)
	Official Languages Act (2003 & 2021)
	
	

	(x)
	We have procedures in place to ensure that our subcontractors, if any are used for this contract, apply the same standards.
	
	

	[bookmark: _Hlk178079016]Article 5K Declaration - EU Regulation 2022/576 on restrictive measures in the Context of Russian Actions in the Ukraine

	A.
	In the light of Russian actions in the Ukraine, the European Council adopted a new regulation – EU Regulation 2022/576, aimed at restricting participation in economic activity by economic operators from the Russian Federation.  Article 5K of the Regulation prohibits the award or continuation of contracts falling within the scope of the Public Procurement Directives to persons or undertakings related to the Russian Federation.  To comply with EU Regulation 2022/576, the Contracting Authority is seeking a declaration from economic operators to this effect.

	B.
	I declare that none of the exclusions specified in EU Regulation 2022/576 apply to any party associated with this tender.  
	Yes
	No

	
	
	
	

	Confirmation that the information provided relating to the Financial, Economic and Technical Requirements and/or as self-declared via the European Single Procurement Document (ESPD) is true and accurate and that evidence can be provided promptly on request.  

	I confirm that failure to provide satisfactory evidence will result in our elimination from this competition and may also impact on our involvement in future competitions.

	This Declaration is made for the benefit of the Contracting Authority  
I certify that the information provided in this declaration is accurate and complete to the best of my knowledge and belief.  I understand that the provision of inaccurate or misleading information in this Declaration will lead to my organisation being excluded from participation in this and future tenders and I am signing on behalf of:

	Name of Economic Operator:
	

	Authorised Signatory:
	

	Name in Block Capitals:
	

	Position:
	





[bookmark: _Toc201241124][bookmark: _Toc215486509]General Data Protection Regulations
	Declaration regarding compliance with European General Data Protection Regulation

	Contractors/Suppliers must guarantee that in circumstances where they are acting as Data Processors (as defined in European General Data Protection Regulation (GDPR)) on behalf of the University (meaning UNIVERSITY OF GALWAY) or in any circumstances where they are handling Personal Data (as defined in the GDPR) on behalf of the University that they shall:
1. implement appropriate technical and organisational measures that are sufficient to secure that the processing will (a) meet the requirements of the GDPR and (b) ensure the protection of the rights of the data subject.
1. Comply with all reasonable instructions from the University so as to allow the University to comply with its obligations under the GDPR.
The Contractor shall notify the University immediately if it considers that any of the University’s instructions infringe applicable Data Protection Legislation.
The Contractor shall provide all reasonable assistance to the University in the preparation of any Data Protection Impact Assessment prior to commencing any processing.  Such assistance may, at the discretion of the University, include:
(a) a systematic description of the envisaged processing operations and the purpose of the processing;
(b) an assessment of the necessity and proportionality of the processing operations in relation to the Services;
(c) an assessment of the risks to the rights and freedoms of Data Subjects; and
(d) the measures envisaged to address the risks, including safeguards, security measures and mechanisms to ensure the protection of Personal Data.
The Contractor shall, in relation to any Personal Data processed in connection with its obligations under this Agreement: process that Personal Data only in accordance with the instructions of the University, unless the Contractor is required to do otherwise by EU and Irish law. If it is so required, the Contractor shall promptly notify the University before processing the Personal Data unless prohibited by EU and Irish law.
The Contractor shall ensure that it has in place protective measures, which can be reviewed by the University at the University’s discretion as appropriate to protect against a personal data loss event having taken account of the:
1. nature of the data to be protected;
1. harm that might result from a personal data loss event;
1. state of technological development; and
1. cost of implementing any measures;
The Contractor shall ensure that: 
1. the Contractor Personnel do not process Personal Data except in accordance with this Agreement; and
1. it takes all reasonable steps to ensure the reliability and integrity of any Contractor 
Personnel who have access to the Personal Data and ensure that they:
1. are aware of and comply with the Contractor’s duties under this clause;
1. are subject to appropriate confidentiality undertakings with the Contractor or any Sub-processor;
1. are informed of the confidential nature of the Personal Data and do not publish, disclose or divulge any of the Personal Data to any third Party unless directed in writing to do so by the University or as otherwise permitted by this Agreement; and
1. have undergone adequate training in the use, care, protection and
1. not transfer Personal Data outside of the EU unless the prior written consent of the University has been obtained and the following conditions are fulfilled.
The Contractor shall not transfer Personal Data outside of the EU unless the prior written consent of the University has been obtained and the below conditions are fulfilled: 
1. the University or the Contractor has provided appropriate safeguards in relation to the transfer as determined by the University;
1. the Data Subject has enforceable rights and effective legal remedies;
1. the Contractor complies with its obligations under the Data Protection Legislation by providing an adequate level of protection to any Personal Data that is transfer; and
1. the Contractor complies with any reasonable instructions notified to it in advance by the University with respect to the processing of the Personal Data;
1. at the written direction of the University, delete or return Personal Data (and any copies of it) to the University on termination of the Agreement unless the Contractor is required by Law to retain the Personal Data.
The Contractor shall notify the University immediately if it: 
(a)	receives a data subject access request (or purported data subject access request);
(b)	receives a request to rectify, block or erase any Personal Data;
(c)	receives any other request, complaint or communication relating to either Party's obligations under the Data Protection Legislation;
(d)	receives any communication from the Information Commissioner or any other regulatory authority in connection with Personal Data processed under this Agreement;
(e)	receives a request from any third Party for disclosure of Personal Data where compliance with such request is required or purported to be required by Law; or
(f)	becomes aware of a Data Loss Event.
The Contractor shall maintain complete and accurate records and information to demonstrate its compliance with this clause.
The Contractor shall allow for audits of its Data Processing activity by the University or the University’s designated auditor.
Before allowing any Sub-processor to process any Personal Data related to this Agreement, the Contractor must notify the University in writing of the intended Sub-processor and processing; and obtain the written consent of the University.
The Contractor shall remain fully liable for all acts or omissions of any Sub-processor.
The Contractor accepts that the University shall not accept any liability clauses where Personal Data Processors are indemnified against fines or claims under the General Data Protection Regulation.

	I confirm that I have read this section and that the organisation which I represent in this tender process complies fully with all the requirements set out herein, and agrees to be bound by these terms if successful.

	Name of Economic Operator
	

	Authorised Signatory
	

	Signature
	




[bookmark: _Toc127300728][bookmark: _Toc127308364][bookmark: _Toc201241125][bookmark: _Toc215486510]Financial and Economic Standing
	Tax Compliance

	Option 1:
I confirm and declare being tax compliant. The Contracting Authority can verify your tax clearance status through Revenue’s online facility at http://www.revenue.ie/en/online/tax-clearance.html  To this end, please confirm:
	Yes
	

	
	No
	

	Tenderer Name:
	

	Tax Reference Number (PPSN):
	

	Access Number:
	

	Option 2:
I confirm that I hold a current valid Tax Clearance Certificate (generally relates to Non-Residents)
To this end, please confirm:
	Yes
	

	
	No
	

	Registration Number:
	

	Certificate Number:
	

	Option 3:
I confirm that I have applied for Tax Clearance status or a Tax Clearance Certificate which will be made available on request
	Yes
	

	
	No
	

	Financial Capacity

	(a) I confirm that I will supply evidence of financial standing, by way of auditor’s letter, ensuring the tenderer 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.

	Insurance

	I confirm that we have the following insurances in place:

	Insurance Type
	Level in place
	Details of Excess
	Expiry Date

	Employers Liability
Level Required: €13m or local minimum
	€
	€
	

	Public Liability
Level Required: €6.5m
	€
	€
	

	Professional Indemnity 
Level Required: €1.0m
	€
	€
	

	Product Liability 
Level Required: €6.5M
	€
	€
	

	I confirm that I will provide the following promptly on request at any time prior to the award decision being made: 
Evidence of insurances in place      
or 
Letter from Insurance Broker confirming that the required levels could be put in place if successful
	Yes
	

	
	No
	

	I confirm that if successful, where the levels required under the contract or framework are higher than those currently in our possession, I will be in a position to put the required forms and levels of insurances required in place promptly.
	Yes
	

	
	No
	

	Please note that the Contracting Authority will seek to verify self-declarations regarding financial capacity prior to next stage of the competition.

	Signed:
	

	Position:
	

	Date:
	


Personnel and Skills  
	Weighting: Pass/Fail 
Minimum requirement to remain eligible in the competition:  Tenderers must demonstrate access to at least the minimum numbers of skilled personnel stated (5). Please note that the skills outlined may reside in the same person.    
Bachelor’s or Master’s degree in Electrical Engineering, Electronic Engineering, or Biomedical Engineering. Demonstrated experience applying IEC 60601-1 (general requirements for basic safety and essential performance of medical electrical equipment).  Knowledge of EMI/EMC mitigation strategies for medical environments.
Mechanical Engineering Qualifications
Bachelor’s or Master’s degree in Mechanical Engineering, Manufacturing Engineering, or Biomedical Engineering.
Advanced proficiency in 3D CAD modelling software (e.g., Solidworks) for complex surface modelling and assembly design.
Strong Geometric Dimensioning and Tolerancing (GD&T) for highly precise, micro-scale components.
Experience selecting and machining biocompatible materials (e.g., medical-grade titanium, nitinol).
Familiarity with rapid manufacturing techniques (e.g., high-resolution SLA/SLS 3D printing, CNC machining) and cleanroom assembly practices.
Bachelor’s or Master’s degree in Computer Science, Software Engineering, or Computer Engineering.

	Skillset 
	Number of Full Time Equivalents (FTE) 
	Number of FTEs provided by 3rd Parties 
	Minimum Number Required 

	Mechanical / Electrical / SW Eng
(> 10 years’ experience) 
	 
	 
	[2] 

	Mechanical / Electrical / SW Eng (5 to 10 years’ experience) 
	 
	 
	[2] 

	Engineers
(2-5 years experience)
	 
	 
	[1] 

	Total 
	 
	 
	5 


Tenderers are reminded that they may rely on the resources of other entities on condition that they are fully described, and that tenderers can prove that they will have these resources at their disposal when required. 
Please attach an organisation chart, clearly identifying all relevant departments, divisions, and 3rd parties, if applicable. 

Technical Equipment and Resources 
	Weighting: Pass/Fail 
Minimum requirement to remain eligible in the competition: 
Applicants should demonstrate that they have at their disposal suitable software, hardware and a manufacturing engineering team with qualifications and experience in developing medical device prototypes with electronic and mechanical components.  Applicants must confirm and demonstrate 
their ability to achieve each of the Deliverables
Tenderers should demonstrate that they have at their disposal effective and efficient technical resources/systems to deliver Phases 1-3 as specified by the Contracting Authority 

	Contracting Authority Requirement 
	Tenderer Response 

	Evidence of active licenses and technical proficiency in industry-standard 3D CAD modelling software (e.g., Solidworks) for mechanical design
	 

	Detailed personnel profiles demonstrating the engineering team's qualifications and direct, hands-on experience in developing complex medical device prototypes, including design controls for Class III devices involving both electronic and mechanical elements
	 

	A high level inventory of equipment dedicated to producing, assembling, and iterating high-precision electronic and mechanical components necessary to execute Phases 1 through 3.
	 

	Documentation of the established technical quality systems and testing resources in place to govern the prototype lifecycle, ensuring all development occurs under controlled conditions and that the team can reliably achieve the specified milestones for Phases 1-3.
	 





[bookmark: _Toc201241129][bookmark: _Toc215486511]Quality Assurance Management System
	Weighting: Pass/Fail
Minimum requirement to remain eligible in the competition: Tenderers should provide information on the measures in place to ensure the delivery of a quality service, for example by way of an externally certified system, or an equivalent in-house quality control process or system.


	Name of person responsible for quality management:
	

	If externally certified, please provide details of:

	Name of certification body:
	

	Date of certification:
	

	Scope of certification:
	

	Please set out high level detail on your quality assurance measures:
	

	Date of first certification:
	

	Date of most recent renewal:
	

	Please attach copy of Quality Management System certificate with submission

	If you do not have an externally certified system but do have an in-house system, please provide details of the processes and procedures for ensuring quality assurance in existence.

	


	Details of any other quality systems applicable to the subject matter of this procurement, e.g. ISO 27001, etc. 

	





[bookmark: _Toc201241130][bookmark: _Toc215486512]Health & Safety Management System
	[bookmark: _Hlk39216954][bookmark: _Hlk133346350]Weighting: Pass/Fail
Minimum requirement to remain eligible in the competition: Tenderers must demonstrate compliance with all the relevant Health & Safety legislation.  The Contracting Authority reserves the right to seek further information to verify compliance.

	Do you comply with the Safety Health & Welfare at Work Act 2005?
	Yes
	
	No
	

	Manager responsible for Health & Safety:
	

	Health & Safety management
	Externally Certified
	
	In-house
	

	If externally certified, please provide the following information:

	Name of Certification Body:
	

	Date of most recent certification:
	

	Scope of Certification:
	

	I confirm that evidence of system will be provided promptly on request.
	Yes
	
	No
	

	If in-house please provide a summary of the scope of the health & safety system. 
	

	Declaration re Health & Safety 

	We confirm that each member of staff is aware of his/her responsibilities under the Safety, Health and Welfare at Work Act 2005 and the Safety Health & Welfare at Work (Construction) Regulations 2006. In particular we are familiar with the general duties of Contractors as outlined in Part 3 Regulations 24-29 of the Safety Health & Welfare at Work (Construction) Regulations 2006; also with the specific duties enumerated in Parts 4-14, Regulations 30-105 of those Regulations and Schedules 1-6 of those Regulations. We are aware of and will take into account the general principles of prevention as enumerated below when carrying out construction work associated with the project.

	GENERAL PRINCIPLES OF PREVENTION APPLICABLE TO CONTRACTOR

	The purpose of the General Principles of Prevention is to provide a framework within which account is taken when identifying hazards in the risk assessment required under section 19 of the Safety, Health and Welfare at Work Act 2005.
(i) The avoidance of risks;
(ii) The evaluation of unavoidable risks;
(iii) The combating of risks at source;
(iv) The adaptation of work to the individual, especially as regards the design of places of work, the choice of work equipment and systems of work, with a view to alleviating monotonous work and work at a predetermined rate and to reduce their effect on health;
(v) The adaptation of the workplace to technical progress;
(vi) The replacement of dangerous articles, substances or systems of work by non-dangerous articles, substances or systems of work;
(vii) The giving to collective protective measures priority over individual protective measure; 
(viii) The development of an adequate prevention policy in relation to safety, health and welfare at work, which takes account of technology, organization of work, working conditions, social factors and the influence of factors related to the working environment;
(ix) The provision of appropriate training and instruction to employees.

	OBLIGATIONS UNDER SECTION 17(3)

	We are aware as Contractors of our obligations under Section 17 (3) of the Safety Health & Welfare at Work Act 2005 to ensure so far as is reasonably practicable that the project ‘is constructed to be safe and without risk to health and that it complies in all respects, as appropriate, with the relevant statutory provisions’.

	COMPLIANCE BY STAFF

	We confirm that all staff have received, read and will apply the Safety, Health and Welfare at Work (General Application) Regulations 2007 and the Guide to the Safety, Health and Welfare at Work (General Application) Regulations 2007. Where the role required is Contractor risk assessments will be carried out and maintained on the job file.
We confirm that in our opinion this declaration is deemed to satisfy our obligations in relation to the following areas given the scope and nature of the proposed works:
(i) Health and Safety Policy and Organization;
(ii) Arrangements;
(iii) Competent Advice;
(iv) Training and Information;
(v) Individual Qualifications and Experience;
(vi) Monitoring, Audit and Review;
(vii) Workforce Involvement;
(viii) Accident/Incident Reporting, Review;
(ix) Sub-consulting Procedures;
(x) Hazard Management and Risk Assessment;
(xi) Health and Welfare.

	ENFORCEMENT ACTIONS, LEGAL PROCEEDINGS, ACCIDENTS, FATALITIES OR INCIDENTS

	In relation to enforcement actions, legal proceedings, accidents, fatalities or incidents associated with the discharge of our duties as Contractor or PSCS (whether the relevant discipline is the subject of this declaration or not) over the last three years:
(Please attach any details or, alternatively, confirm that no enforcement actions, legal proceedings, accidents, fatalities or incidents have arisen).

	COMPETENT AND RESOURCED

	We confirm that in our opinion our organization is competent and adequately resourced to fulfil its obligations under the Safety, Health and Welfare at Work Act 2005 and that our organization has adequate resources to fulfil the role of Contractor as stated above.


	Signed:
	

	Position:
	

	Date:
	




[bookmark: _Toc201241131][bookmark: _Toc215486513]Business Continuity Management 
	Name of Manager responsible for business continuity (BC) (or Operational Resilience (OR), as applicable. 
	
	 

	Do you operate a BC management system? 
 
	
	Yes 
	 
	No 
	 

	If so, is it 3rd party certified or in-house?  
	
	3rd Party Certified  
	 

	
	
	In-House 
	 

	We have undertaken & documented a business impact assessment. 
	
	Yes 
	 
	No 
	 

	We operate a system of coherent BC / OR plans.  
	
	Yes 
	 
	No 
	 

	We train those responsible for BC / OR & incident response.  
	
	Yes 
	 
	No 
	 

	We run simulation exercises and tests regularly.  
	
	Yes 
	 
	No 
	 

	Provide a brief summary of your approach to BC / OR.   
If BCMS is 3rd partied certified, provide the name of the Certifying Body, Certification Date & Scope. 
	
	 
 
 
 
 
 
 

	Evidence will be provided on request. 
	
	Yes 
	 
	No 
	 



[bookmark: _Toc201241132][bookmark: _Toc215486514]Environmental Management System
	Weighting: Pass/Fail
Minimum requirement to remain eligible in the competition: Tenderers must demonstrate compliance with all the relevant Environmental legislation and guidelines. The Contracting Authority reserves the right to seek further information to verify compliance.

	Do you comply with all relevant Environmental legislation?
	Yes
	
	No
	

	Manager responsible for Environmental Systems:
	

	Environmental management
	Externally Certified
	
	In-house
	

	If externally certified, please provide the following information:

	Name of Certification Body:
	

	Date of most recent certification:
	

	Scope of Certification:
	

	I confirm that evidence of system will be provided promptly on request.
	Yes
	
	No
	

	If in-house please provide a summary of the scope of the environmental system. 
	



[bookmark: _Toc74660900][bookmark: _Toc201241133][bookmark: _Toc215486515]Hosting Solutions
Not applicable
[bookmark: _Toc201241134][bookmark: _Toc215486516]Professional Membership 
	Weighting: Pass/ Fail 
Minimum requirement to remain eligible in the competition:  Tenderers are required to provide details of professional body membership or other relevant industry specific associations.  

	 
 



[bookmark: _Toc201241135][bookmark: _Toc215486517]Supply Chain 
	Weighting: Pass/ Fail 
Minimum requirement to remain eligible in the competition:  Tenderers are required to provide details of their supply-chain and vendor relationships which provide confidence that good sourcing arrangements are in place. 

	 
 





[bookmark: _Toc127308375][bookmark: _Toc127308376][bookmark: _Toc201241136][bookmark: _Toc215486518]Response to the Award Criteria
	To:
	University of Galway

	From:
	

	Subject:
	


I/We have examined the tender documentation and hereby offer to provide the services in accordance with the details contained within the Call for Tender (CfT) document. 
Please fill return the pricing schedule as detailed in “Appendix 3 - COSE1845/2026 Pricing Schedule Document” when making your submission

	Ultimate Cost 
(WHERE SEPARATE EXCEL PRICING SCHEDULE USED)
	Total Fee proposed
(excl. VAT)
	Total Fee
proposed
(incl. VAT)

	Proposed Total Fee for delivery of the requirements – please enter the total calculated fee from the Pricing Schedule. 
	€
	€

	I confirm that the Pricing Schedule has been fully completed and submitted as part of our tender submission
	Yes
	No

	
	
	



I/We confirm that I/we: 
· Have priced our tender on the basis of all rates being inclusive of all out-of-pocket expenses (i.e. mileage, subsistence, phone, postage, etc.) and account / contract management related costs, 
· Will keep this offer for the contract / framework open for acceptance by you for a period of 24 months from the date of deadline for submission of tenders,
· Agree that you are not bound to accept the most economically advantageous or any tender you may receive,
· Agree that the rates stated are as required in the CfT. 
· Have read and thoroughly examined the CfT,
· Fully understand the terms of the CfT including the Contracting Authority Terms and Conditions of Contract 
· Undertake to treat the details of the CfT, its tender and any subsequent agreements as private and confidential,
· Acknowledge that acceptance by the Contracting Authority of this tender will not constitute a binding and enforceable agreement and that a legally enforceable agreement will not exist until and unless the framework agreement has been established between the Contracting Authority and the tenderer,
· Have availed of all offers for additional information or have otherwise satisfied myself/ourselves as to conditions that may in any manner affect the performance of the contract,
· Have included all elements necessary for the performance of the specified requirements, which are either expressly stated in the CfT or contained in any supplementary information or which could reasonably be inferred therefrom,
· Have found no errors, omissions, conflicts or ambiguities in the CfT except those which I/We have brought to the attention of the Contracting Authority before the latest date for submitting queries,
· Have included for compliance with all statutory requirements applicable in Ireland and those applicable in any country where parts of the contract may be performed that are in force 7 days prior to the deadline for receipt of tenders, 
· Will not, if awarded a contract employ labour in a manner that is discriminatory in relation to gender, civil/family status, sexual orientation, religion, age, disability, race, or membership of the traveller community.
· Agree that as a condition of award, it shall be our sole responsibility to fulfil the obligations under the Contract, notwithstanding any changes in circulars, laws, regulations, taxation, duties or other factors which might arise following the withdrawal of the United Kingdom from membership of the EU

	Agreement to University of Galway’s Terms and Conditions (Appendix 1)

	I confirm that I have reviewed University of Galway’s Terms and Conditions of Contract as provided in the relevant Appendix and confirm acceptance to the material aspects thereof. 
	Yes
	No

	
	
	



	Signed:
	

	Name (in Capital Letters):
	

	Position: 
	

	On behalf of:
	

	Address:
	

	Telephone Office:
	
	Mobile 
	

	Email:
	

	Date:
	



[bookmark: _Toc201241139][bookmark: _Toc215486519][bookmark: _Hlk133346890]Confirmation Check
	Relevant Documents Completed

	I confirm that I have completed the relevant elements of this Tender Response Document
	Yes
	
	No
	

	I confirm that I have read and accept the terms of the Contract Terms and Conditions.
	Yes
	
	No
	

	I confirm that I have completed the Declaration of Bona Fides and I acknowledge that any changes in the circumstances (attaining to any party of the tendering group) confirmed in this declaration will be notified immediately to the Contracting Authority.
	Yes
	
	No
	

	I confirm that I have opted to provide a completed European Single Procurement Document in place of Selection Criteria / Art. 57
	Yes
	
	No
	

	Where I have used an ESPD, I confirm that I will provide all relevant information promptly on request.
	Yes
	
	No
	



[bookmark: _Toc215486520]Specification Required & Supplier Response:
Suppliers MUST provide all information relating to the instrument and the associated consumables in the blue response boxes below. Responses will be scored accordingly by the Evaluation team as set out in the Award Criteria in the CfT.
Please ensure all cost are kept separate and included in the Excel file entitled: Appendix 3-Pricing Schedule.

	PROVISION OF IMPLANTABLE ACTUATOR FOR A MEDICAL DEVICE  

	REF.
	REQUIREMENT
	Confirm (YES/NO)

	Please insert proposed equipment model details here:

	A: Technical and Professional Ability

Provide clear details of the resources involved as well as capability and relevant expertise

	A: Technical and Professional Ability


	A1
	
Tenders are sought for the PROVISION OF IMPLANTABLE ACTUATOR FOR A MEDICAL DEVICE 

Tenderer must provide an overview of your company’s profile and identify the resources available to deliver this requirement.  
Please outline and confirm detail.

	Confirm (Yes / No)

	Insert Comment

	A2
	
Tenderer should have experience working with projects of a similar size and scope. This project should not be an outlier in terms of being unusually small or unusually large.

Please outline relevant previously undertaken projects of similar size and scope, detailing a brief overview/approximation of:
Project scope
Project budget
Project deliverables
Project achievements

	Confirm (Yes / No)

	Insert Comment

	A3
	
Tenderer should have experience in working with Advanced Micro-Mechatronics and hermetic sealing capabilities
Please outline and detail your level of capability and expertise in the processes below, including materials with which you have experience.


	Confirm (Yes / No)

	Insert Comment

	A4
	
Tenderer should have capability and experience in delivering high efficiency devices to preserve battery capacity

Please confirm and provide details how this will be delivered on this project, and/or has been delivered by you in the past.

	Confirm (Yes / No)

	Insert Comment

	A5
	
Please outline qualifications & levels of expertise of the profiles of personnel assigned to this project. Please identify the key personnel (2 or 3 key personnel) that would be assigned to this project.

Please describe:
their roles and time commitments on this project
their Capability, Expertise and Experience Profiles


Please confirm and provide details.

	Confirm (Yes / No)

	Insert Comment

	A6
	
Tenderer should have Experience in working in medical device development environments to the standards of ISO13485 and fda 21 cfr part 820

Please confirm and provide details.

	Confirm (Yes / No)

	Insert Comment

	A7
	
Tenderer should have experience transferring projects from early-stage development through design freeze, design verification and validation and onto clinical and commercial phases. This will be important in developing a design transfer strategy at the conclusion of the project. Relevant experience may include transfer through these stages in house, or transfer to another manufacturer or to the customer’s own internal manufacturing capacity.

Please outline experience and capabilities progressing projects through product development phases.

	Confirm (Yes / No)

	Insert Comment

	B: Implementation Approach & Delivery Plan


	B1
	
The Tenderer must have the capability to commence the project by early June/July 2026 and the capability to commence the services on receipt of the Purchase Order. 

Please advise minimum number of weeks from receipt of the purchase order your availability to commence the project. Please propose provisional dates for commencement of project. 
Please confirm and detail.

	Confirm (Yes / No)

	Insert Comment

	B2
	
Project Phasing & Milestone Definition: 
Tenderer must provide a list of sequence tasks and the associated resources and schedules indicating the required timelines necessary to achieve the deliverables for this project. All key project milestones must be included.  Include a high-level Gantt chart format of the project plan. 

Please outline & detail.

	Confirm (Yes / No)

	Insert Comment

	B3
	
Resource allocation, access to key personnel and team communications: Tenderer to provide detail of key resources available and must provide regular updates and review meetings with the Galway Team, this must consist of regular meetings, email updates and/or progress reports. 

Please confirm and provide a detailed proposal of how this will be implemented.

	Confirm (Yes / No)

	Insert Comment

	B4
	Concept Review / Brainstorming Stage
Define the Boundaries: Establish the baseline requirements by formalizing the User Needs, the Intended Use statement, and analysing existing predicate devices.
 
Assemble a Cross-Functional Team: Bring together experts from Engineering, Quality/Regulatory, and Clinical backgrounds to ensure all perspectives are covered early.
 
Brainstorm Architectures: Generate diverse technical solutions while mapping out hard regulatory or physical constraints (e.g., sterilization methods, biocompatibility).
 
Conduct Preliminary Risk Assessment: Perform an early, top-down risk analysis (following ISO 14971) to identify major hazards associated with each proposed concept.
 
Hold the Formal Concept Review: Evaluate the brainstormed ideas against strict criteria: regulatory pathway, technical feasibility, human factors, and manufacturability.
 
Document the Rationale: Create a verifiable paper trail (Concept Selection Matrix, meeting minutes) detailing exactly why the winning concept was chosen and why others were rejected.
 
Draft Initial Design Inputs: Translate the finalized concept into the first draft of your formal Design Inputs to transition smoothly into the official Design & Development Planning phase.


Describe how you will approach this step, with reference to the suggested activities above.

	Confirm (Yes / No)

	Insert Comment

	B5
	Prototype Fabrication / Characterisation Stage 

Draft, high-level specifications for the top concepts will be defined and produced through collaboration between University of Galway and the chosen supplier.
A manufacturing plan and timeline of deliverables will be provided by the supplier that fits within the overall project timeline.
Proof-of-principal, prototype versions of the top concepts will be fabricated in low quantities,  we expect delivery of at least one unit but with an expectation of several prototypes for use in experiments.
  These prototypes will be characterized in subassembly tests vs predetermined design requirements, primarily carried out by the University of Galway, but possibly carried out by the vendor if appropriate/beneficial. Scope and timelines should be considered for limited design iteration sufficient to get to proof of principal prototypes.

Including collaboration during testing by us of the actuator in our benchtop model and feedback to the contract partner with further optimisation of the prototype to produce 2 optimised versions for us to undertake further benchtop testing and testing in preclinical testing.

Describe how you will approach this step, with reference to the suggested activities above.

	Confirm (Yes / No)

	Insert Comment

	B6
	The first phase of the tender will involve a rapid consultation with technical advice about what is possible in terms of actuation of our prototype including electromagnetic linear actuation, electric motor actuation etc
 



Describe how you will approach this step, with reference to the suggested activities above.
	Confirm (Yes / No)

	Insert Comment

	B7
	Phase 2 - Subsequent and perhaps in parallel with Phase 1, the second phase of this tender involves (ii) design and development of a bespoke prototype actuator(s) or (iii) provision of an off-the-shelf solution (one or more units). Some combination of (ii) and (iii) is possible. 
 
We expect delivery of at least one unit but with an expectation of several prototypes for use in experiments.

.
Describe how you will approach this step, with reference to the suggested activities above.
	

	Insert Comment

	B8
	
Phase 3 will involve further optimisation and de-risking of the actuator through testing with our benchtop model to produce 2 more developed versions for benchtop and Preclinical testing   
Lead time:
We plan that the Phase 1 and Phase 2 service and supply will be provided from June to October 2026. The supply of the actuator can happen at an agreed date. Subject to a successful completion of Phases 1 and 2, Phase 3 would involve testing by us of the actuator in our benchtop model and feedback to the contract partner with further optimisation of the prototype to produce 2 optimised versions for us to undertake further benchtop testing and testing in preclinical studies.

Describe how you will approach this step, with reference to the suggested activities above.
	

	Insert Comment

	B9
	 
The resulting actuator may be linear and operate highly efficiently at about 1 Hz, within a confined space.
 
The final device will need to be constructed from materials that meet biocompatibility standards (e.g. ISO 10993), will need to be hermetically sealed, meet electrical standards (e.g. IEC 60601) and be capable of undergoing sterilisaton to meet FDA standards for implantable medical devices

Describe how you will approach this step, with reference to the suggested activities above.
	

	Insert Comment

	B10
	To conclude the project a consultation is required on a strategy for progression of the implantable actuator to the next phases of commercial  development in “Design Transfer Strategy”, as outlined below.
Describe how you will approach this step, with reference to the suggested activities above.
Any other considerations deemed appropriate
	

	Insert Comment

	B11
	In order to ensure that the targets/milestones are achieved after each stage of the project, The Tenderer must provide sign off/approval in agreement with University of Galway for the successful completion of each stage.

How would you provide this feedback at the end of each phase?  How would you manage potential delays within a stage?

Please confirm and detail.
	Confirm (Yes / No)

	Insert Comment

	B12
	Budget, Scope Control & Change Management  How will the tenderer control budget, scope, change management and overall project governance
Please confirm and detail.
	Confirm (Yes / No

	Insert Comment

	Section C Ultimate Cost

	Cost Evaluation – refer to Appendix 3 Pricing Schedule




This form(s) must be completed and signed by an authorised officer of the tenderers organisation. This is the person authorized to sign a contract on behalf of the tenderer. Please ensure email address is a named address.  
This offer will remain open for acceptance by you for a period of 12 months from the date of deadline for submission of tenders. 
We acknowledge that you are not obliged to accept the lowest or any offer.
I/We undertake to deliver the products/services in accordance with the terms and conditions of the tender specification.   
I/We undertake to maintain full confidentiality with regard to all aspects of this tender process.   


	Signed:
	


	Name (in Capital Letters):
	


	Position: 
	


	Company Name:
	


	Address:
	


	Telephone Office:
	
	Mobile 
	

	Email:
	

	Date:
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