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Appendix A- DPS Questionnaire Response Document
DPS QUESTIONNAIRE RESPONSE DOCUMENT
(Please read in conjunction with the DPS Questionnaire)

	Title:
	Establishment of DPS for to appoint external Clinical Research Associates/study monitors that will deliver the monitoring element of University’s sponsored regulated and post-market medical device clinical trials in line with the agreed monitoring strategy/plan, provide site management, and provide in-country knowledge and support for this and regulatory submissions and resubmissions. 


	Name of Company
	

	Contact Email:
	

	Contact Phone Number:
	

	Closing Date for Queries:
	

	Closing Date / Time for receipt of Completed Applications for initial work:
	








	 
Candidates must indicate the Territory Choice for which they wish to be considered.  
 
Where applications are for more than one territory, candidates must ensure they demonstrate experience under question A5 relevant to the territory in question.  


PLEASE COMPLETE THE SEPARATE APPENDIX A DPS QUESTIONNAIRE RESPONSE DOCUMENT FOR EACH Territory APPLIED FOR


PLEASE COMPLETE THE SEPARATE APPENDIX A DPS QUESTIONNAIRE RESPONSE DOCUMENT FOR EACH Territory APPLIED FOR

	Please mark ‘X’ in the relevant boxes below 

	Austria 
	YES    ☐
	NO     ☐

	Belgium 
	YES    ☐
	NO     ☐

	Bulgaria 
	YES    ☐
	NO     ☐

	Croatia 
	YES    ☐
	NO     ☐

	Cyprus 
	YES    ☐
	NO     ☐

	Czechia 
	YES    ☐
	NO     ☐

	Denmark 
	YES    ☐
	NO     ☐

	Estonia 
	YES    ☐
	NO     ☐

	Finland 
	YES    ☐
	NO     ☐

	France 
	YES    ☐
	NO     ☐

	Germany 
	YES    ☐
	NO     ☐

	Hungary 
	YES    ☐
	NO     ☐

	Italy  
	YES    ☐
	NO     ☐

	Latvia 
	YES    ☐
	NO     ☐

	Lithuania 
	YES    ☐
	NO     ☐

	Luxembourg 
	YES    ☐
	NO     ☐

	Malta 
	YES    ☐
	NO     ☐

	Netherlands 
	YES    ☐
	NO     ☐

	Poland 
	YES    ☐
	NO     ☐

	Portugal 
	YES    ☐
	NO     ☐

	Romania 
	YES    ☐
	NO     ☐

	Slovakia 
	YES    ☐
	NO     ☐

	Slovenia 
	YES    ☐
	NO     ☐

	Spain 
	YES    ☐
	NO     ☐

	Sweden 
	YES    ☐
	NO     ☐

	UK 
	YES    ☐
	NO     ☐

	Switzerland 
	YES    ☐
	NO     ☐

	Greece 
	YES    ☐
	NO     ☐

	Turkey 
	YES    ☐
	NO     ☐

	Ireland 
	YES    ☐
	NO     ☐
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	Weighting: Pass/Fail
Pass requirement: Candidates must complete this Section. If the Candidate is a grouping, then a separate questionnaire must be completed for each group member.

	Organisation Name:
	

	Contact Name:
	

	Position:
	

	Address:
	

	Telephone (Office):
	

	Telephone (Mobile):
	

	Email:
	

	Website:
	

	Companies Registration Number (or equivalent based on country of establishment)
	

	Country of Establishment if outside Ireland
	

	Date of Establishment:
	

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

	Please answers the following questions with ‘Yes’ or ‘No’:
	Yes
	No

	1) Is the Candidate a Micro, Small or Medium-size Enterprise (SME) as defined in the European Commission’s Recommendation 2003/361/EC[footnoteRef:2]? [2:  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.] 

	☐	☐
	2) Is the Candidate a consortium / group of Economic Operators?
	☐	☐
	3) Is the Candidate a Lead Candidate acting on behalf of a group of economic operators regardless of legal form of grouping?
	☐	☐
	4) Is the Candidate relying upon another entity including sub-contractors to meet some/or all the qualification requirements under the selection criteria?
	☐	☐
	5) Is the Candidate only relying on the other entity(s) to deliver services under the DPS(s)?
	☐	☐
	6) Does the Lead Candidate confirm that if successful those other parties are available to deliver the services when required and may be required to co-sign the formal Contract?
	☐	☐
	Please detail the contributions of other parties:

	If the answer to any of the above questions 4 and 5 is ‘Yes’, full details of the other parties relied upon must be provided below by the Lead Tenderer. Please note that where this entity is being relied upon, this must be clearly identified, where relevant, throughout the Tender Response.

	Name of Entity
	Selection criterion where Candidate is relying on their resources to qualify:
and/or
Service to be delivered by third party:
	Check the box to confirm third-party is clearly identified throughout the response

	
	
	☐
	
	
	☐
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	University of Galway is aware that given the specialised nature and limited availability of some of the requirements, a sub-contractor could potentially be supplying equipment and/or services to more than one applicant.  Equally, an applicant may not know at this stage, i.e. prior to submission of a formal tender, which sub-contractor is best suited to provide the relevant equipment and/or services.  Applicants should therefore, in their responses, include a completed questionnaire for all potential sub-contractors it may wish to subsequently consider for the provision of any substantive part of the tender.  However, for the avoidance of doubt, should a sub-contractor be named by more than one applicant, that sub-contractor whilst legitimately participating in the tender process for more than one applicant will not be allowed to participate directly in any stage or discussion process for any applicant.  In such circumstances, all clarifications/discussions/negotiations will be carried out with the Lead Contractor and any sub-contractors not part of another tender.  
  

	As an Applicant we fully understand and accept this approach.   
	Yes  
	​​ ☐ 
	No  
	​​ ☐
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A2. Declaration of Bona Fides, Statutory Obligations (under Article 57 of Public Sector Directive 2014/24/EU), Art. 5K Regulation 2022/576/EU, and GDPR

	Weighting: Pass/Fail
Pass requirement: Candidates must complete, sign and date this Declaration.
The Contracting Authority reserves the right at its discretion to exclude a non-compliant Candidate under each heading.
Note: Where a consortium is successful at tender stage, each member of the consortium may be required to complete this Declaration of Bona Fides.

	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).

	Please check the relevant box (Yes/No):

	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

	1.1a
	participation in a criminal organisation, as defined in Article 2 of Council Framework decision 2008/841/JHA; Directive (EU) 2024/126 and Directive (EU) 2024/1203;
	☐	☐
	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 2.1a to 2.1i will be excluded.

	Please check the relevant box (Yes/No):

	2.1
	Have any of the following situations applied, within the past three (3) years, or currently apply, to your organisation?
	Yes
	No

	2.1a
	The Economic Operator 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
	The Economic Operator 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 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
	The Economic Operator is guilty of grave professional misconduct which renders its integrity questionable;
	☐	☐
	2.1d
	The Economic Operator has entered into agreements with other Economic Operators aimed at distorting competition;
	☐	☐
	2.1e
	The Economic Operator 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
	The Economic Operator 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
	The Economic Operator 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
	a. The Economic Operator 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
b. The Economic Operator has withheld such information or is not able to submit supporting documents required under Article 59 of Directive 2014/24/EU; or
	☐	☐
	2.1i
	The Economic Operator 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.
	☐	☐
	Declaration regarding Statutory Obligations

	Please check the relevant box (Yes/No):

	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)
	We have procedures in place to ensure that our subcontractors, if any are used for this contract, apply the same standards.
	☐	☐
	Article 5K Declaration (EU Regulation 2022/576 on restrictive measures in the Context of Russian Actions in the Ukraine)

	In the light of Russian actions in the Ukraine, the European Council adopted a new regulation – Regulation 2022/576/EU, 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.

	Please check the relevant box (Yes/No):
	Yes
	No

	I declare that none of the exclusions specified in EU Regulation 2022/576 apply to any party associated with this tender.
	☐	☐
	Declaration regarding compliance with European General Data Protection Regulation (GDPR)

	Please check the relevant box (Yes/No):
	Yes
	No

	I declare to comply with Privacy and data protection requirements of the (EU) General Data Protection Regulation (GDPR) No. 679/2016.
	☐	☐
	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:
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	Choose any of the options below:

	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 
	Yes
	No

	
	☐	☐
	To this end, please confirm:

	Candidate’s Name:
	

	Candidate’s Tax Reference Number (PPSN):
	

	Access Number:
	

	OR

	Option 2:

	I confirm that I hold a current valid Tax Clearance Certificate (generally relates to Non-Residents[footnoteRef:3]) [3:  Note for Non-Residents: Please note that a declaration of tax compliance is requested at the selection stage and applying for a tax certificate from the Irish Revenue Commissioners is required. Candidates have three options: a) To confirm and declare having a current and valid Tax Clearance Certificate in place and that tax affairs are in order; b) To confirm holding a valid paper tax clearance certificate; c) To confirm having applied for a Tax Clearance Certificate details of which will be made available as soon as available. Details are available from https://www.revenue.ie/en/starting-a-business/tax-clearance/apply-for-tax-clearance-certificate/index.aspx. Please note that there are no costs involved in this application process. If you possess a local tax certificate based on your country of operation this will be considered, however, you must commit to apply and have access to a tax clearance verification from the Irish Revenue Commissioners prior to award decision.] 

	Yes
	No

	
	☐	☐
	To this end, please confirm:

	Registration Number:
	

	Certificate Number:
	

	
OR


	Option 3:

	I confirm that I have applied / intend to apply for Tax Clearance status or a Tax Clearance Certificate which will be made available on request.
	Yes
	No

	
	☐	☐


AND

	[bookmark: _Hlk211862278]Tax Compliance of Third Parties 

	I confirm that where requested I will ensure that all relevant Third Parties associated with this tender will be able to comply with the Tax Compliance obligations. 
	Yes
	No

	
	☐	☐
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	The Policies must be placed with a reputable insurance company with a secure financial rating approved by AM Best, Moody or equivalent finance house.  
- The successful tenderer shall upon demand provide to the University evidence that the said policy or policies are in full force and effect and shall provide certified extracts reasonably acceptable to the University. Such insurance shall in no event be cancelled or allowed to lapse by the Tenderer during the term of the Contract.  
- The successful tenderer shall ensure that Professional Indemnity Insurance is in force for the duration of the Contract and maintain this cover for a further 6 years once the contract has been completed.  
- The successful Tenderer shall ensure that any sub-contractors who they engage to carry out the Contract have sufficient insurances in place. The Contractor shall have a system in place to check and validate the insurances of any sub-contractors and ensure they satisfy the requirements of the Tender, including a specific indemnity in favour of University of Galway in relation to the Employers, Public and Products Liability Policies.   

Insurance types and minimum required levels:
· Professional Indemnity: €1.5 million


	I confirm that we have the following insurances in place:

	Insurance Type:
	Level in place
	Details of Excess
	Expiry Date

	Employer’s Liability
	€
	
	

	Public Liability
	€
	
	

	Product Liability
	€
	
	

	Professional Indemnity
	€
	
	

	Please confirm the following:
	Yes
	No

	If you are using third parties for delivering the services, please confirm they are insured:
	☐	☐
	I confirm that we 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
	☐	☐
	I confirm that if successful, where the levels required under the contract or framework are higher than those currently in our possession, we will be able to put the required forms and levels of insurances required in place promptly.
	☐	☐
	

	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:
	



	A5. Previous Experience

	Weighting: Pass/Fail
Minimum requirement to remain eligible in the competition: 
Candidates must demonstrate a minimum of 5-year track record of the following key areas and that they have successfully delivered services of a comparable nature and scale on three (3) occasions.
· Cardiology specific medical device study monitoring;  
· Submission/re-submission of relevant document to Ethics Committees and Regulatory Bodies for review  
· Demonstrated country specific knowledge of local requirements; 
· Demonstrated experience in negotiation and implementation of investigator and site agreements 
· Site management experience for multi-site medical device studies.  
The contracts / client engagements listed should be chosen to demonstrate the candidate’s skills, efficiency, experience and reliability in the relevant areas of expertise.
In completing the table for each reference, Candidates must provide sufficient information to enable the Contracting Authority to assess whether the services have been successfully delivered, and their comparability to the requirements of this DPS.

	Note #1: All required fields should be completed in full. If the information requested on the value of contracts or identity of clients is considered confidential, Candidates must ensure that they provide sufficient information to allow the Contracting Authority to judge the similarity of these contracts to the services required.
Note #2: Where the Candidate is a grouping relying on the resources of others to meet the previous experience requirement, one of the projects must be from the third party identified above under Section A1. 
Note #3: Candidates must note that they are to provide contact details for referees for each reference project. The Contracting Authority has the right to contact the referees to verify the information being provided, without further reference to the Candidate. It is the responsibility of Candidates to satisfy themselves that the nominated contact person can provide a reference if contacted by the Contracting Authority. Candidates should also note that the Contracting Authority may at its discretion contact all referees or referees for the Candidates that will be invited to tender only.
Note #4: The Contracting Authority may require supporting documentation to verify the details provided by the Candidate and Candidates must provide such supporting information without delay when requested by the Contracting Authority. However, where the Candidate is unable, for a valid reason, to provide the requested documentation, the Candidate must inform the Contracting Authority of the reason as to why the documentation cannot be supplied and, if the Contracting Authority considers the reason given to be valid, provide such other suitable alternative documentation to prove, to the satisfaction of the Contracting Authority, that they have the required capacity to deliver the services.
Note #5: Candidates must note the Contracting Authority may deem a Candidate inadmissible based on the feedback received from the referees indicated in the application, where applicable.






	Reference Contract #1

	Client Name:
	 

	Sector the client operates in:
	 

	Public or Private sector client:
	☐Public sector client
☐Private sector client

	Contact Name:
	 

	Contact email:
	 

	Period of delivery (from/to):
	 

	Contract Value (or range if precise contract value is confidential):
	 

	The contract value above refers to the following period:
	 

	Number of previous trials in total supported by your services in territory listed.
· Trial phase 
· patient number 
· number of sites 
· number of sites supported by your activities
 
	 

	If third parties were involved, are they party to this application?
	☐Yes
☐ No

	Insert name(s) of third party/parties (if applicable):
	 

	Outline the role of third parties on the contract:
	 

	Countries supported in territory listed 
	 

	Taking account of the features of the contract / scope of the framework agreement, please provide information in relation to the following, demonstrating comparability with the contract being awarded under this procurement.
Note:
a) Mere affirmation as a response is not sufficient.
b) Where a particular statement is not relevant to the reference contract in question, a response of ‘Not Relevant’ is appropriate.
c) Responses should reflect what the Candidate did for the reference contract, not what the Candidate might have done or could do.

	1Outline how this contract is comparable with the subject matter of the DPS being tendered.  

	Candidate’s response:
 
 
 

	2.Details of Services Provided 

	Candidate’s response:
 
 
 

	3. Countries supported in territory listed 

	Candidate’s response:
 
 
 

	4.Any other relevant information:

	Candidate’s response:
 
 




 
 
	Reference Contract #2

	Client Name:
	 

	Sector the client operates in:
	 

	Public or Private sector client:
	☐Public sector client
☐Private sector client

	Contact Name:
	 

	Contact email:
	 

	Period of delivery (from/to):
	 

	Contract Value (or range if precise contract value is confidential):
	 

	The contract value above refers to the following period:
	 

	Number of previous trials in total supported by your services in territory listed.
· Trial phase 
· patient number 
· number of sites 
· number of sites supported by your activities
 
	 

	If third parties were involved, are they party to this application?
	☐Yes
☐ No

	Insert name(s) of third party/parties (if applicable):
	 

	Outline the role of third parties on the contract:
	 

	Countries supported in territory listed 
	 

	Taking account of the features of the contract / scope of the framework agreement, please provide information in relation to the following, demonstrating comparability with the contract being awarded under this procurement.
Note:
a) Mere affirmation as a response is not sufficient.
b) Where a particular statement is not relevant to the reference contract in question, a response to ‘Not Relevant’ is appropriate.
c) Responses should reflect what the Candidate did for the reference contract, not what the Candidate might have done or could do.

	1Outline how this contract is comparable with the subject matter of the DPS being tendered.  

	Candidate’s response:
 
 
 

	2.Details of Services Provided 

	Candidate’s response:
 
 
 

	3. Countries supported in territory listed 

	Candidate’s response:
 
 
 

	4.Any other relevant information:

	Candidate’s response:
 
 
 


 
	Reference Contract #3

	Client Name:
	 

	Sector the client operates in:
	 

	Public or Private sector client:
	☐Public sector client
☐Private sector client

	Contact Name:
	 

	Contact email:
	 

	Period of delivery (from/to):
	 

	Contract Value (or range if precise contract value is confidential):
	 

	The contract value above refers to the following period:
	 

	Number of previous trials in total supported by your services in territory listed.
· Trial phase 
· patient number 
· number of sites 
· number of sites supported by your activities
 
	 

	If third parties were involved, are they party to this application?
	☐Yes
☐ No

	Insert name(s) of third party/parties (if applicable):
	 

	Outline the role of third parties on the contract:
	 

	Countries supported in territory listed 
	 

	Taking account of the features of the contract / scope of the framework agreement, please provide information in relation to the following, demonstrating comparability with the contract being awarded under this procurement.
Note:
a) Mere affirmation as a response is not sufficient.
b) Where a particular statement is not relevant to the reference contract in question, a response to ‘Not Relevant’ is appropriate.
c) Responses should reflect what the Candidate did for the reference contract, not what the Candidate might have done or could do.

	1.Outline how this contract is comparable with the subject matter of the DPS being tendered.  

	Candidate’s response:
 
 
 

	2.Details of Services Provided 

	Candidate’s response:
 
 
 

	3. Countries supported in territory listed 

	Candidate’s response:
 
 
 

	4.Any other relevant information:

	Candidate’s response:
 
 
 


 


 
	A6. Health and Safety Management System

	Weighting: Pass/Fail
Minimum requirement to remain eligible in the competition: Candidates must provide information which demonstrates operation of Health & Safety systems and procedures in line with all relevant Safety, Health & Welfare at Work legislation. The Contracting Authority reserves the right to seek further information to verify compliance. Evidence of compliance will be required as condition of contract award.

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

	
	☐	☐
	Name of 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 compliance will be provided promptly on request.
	Yes
	No

	
	☐	☐
	
	
	


 

 



 
 


	
	
	



image1.png
QLLSCOILNA
GAILLIMUE

UNIVERSITY
OoF GALWAY





