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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.

Establishment of a DPS for the following territories:

COR . ustria
CR 5 < < ium
3 A
_Croatia
Iy s
_Czechia
Denmark
_Estonia
_Finland
CXOR - :-:nce
CE R G < rmany
[ER gy
Ireland
4 |
15 (e

Lithuania
Luxembourg
Malta
Netherlands
Poland
Portugal
Romania
Slovakia
Slovenia
Spain
Sweden
UK
Switzerland
Greece
Turkey

DPS under Restricted procedure

Procedure:

This is the first stage of this competitive procedure
whereby any interested party may submit a
response to this Questionnaire to be considered for
inclusion on the DPS.

Stage in procedure
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Duration of DPS: The DPS will be established for 10 years
eTenders Reference (Resource ID): 7936570

Issue Date: 17 April 2026

Closing Date and Time for Queries: 1t May 2026, at 12:00 noon (Irish time)

Deadline for submission of Completed

th . H H
Applications for initial work: 17" May 2026, at 12:00 noon (Irish time)

Ultimate Deadline for submission of
Applications for any subsequent work 16" April 2036, at 12:00 noon (Irish time)
under the DPS:

Submission of Queries: Messaging facility on www.etenders.gov.ie only.

Submission of completed DPS

. Post-box facility on www.etenders.gov.ie only.
applications

Notes:

Please note that information relating to this Application, including clarifications and
changes, will be published on the Irish Government Procurement Opportunities Portal
Registration is free of charge and there is no charge for documents. Please note that the

Contracting Authoritycannotacceptresponsibilityforinformationrelayed (or notrelayed) via
third parties.

For responding to this DPS, please complete Appendix A (DPS Questionnaire Response
Document) Available on Etenders

Please upload your response as a ZIP FILE to protect the integrity of the file names.
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Thisdocumentissued herewith (“the Document”)isforinformation only and does not constitute,
and shall not be interpreted as, an offer for sale, prospectus, or the basis of a contract.

Candidates are recommended to read the documents thoroughly. While all reasonable steps
have been taken to ensure that the information set out in the Document is accurate and up to
date, no representation or warranty, expressor implied, is or willbe made or givenin relationto
the accuracy or the completeness of any information contained in the Document or otherwise
provided by or on behalf of 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 these documents, or for the information contained in these documents or for any
omissionis 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
company has any authority to give or make any representation or warranty, express orimplied, 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 reservesthe right to discontinue the procurement process at any time.

2. Use of a DPS Questionnaire (Appendix A)

The Contracting Authority have provided a DPS Questionnaire Response Document (Appendix A)
as a separate document for Candidates to use in preparing their response to this tender. This
document andformat must be used. Candidate should note that personalisation of the Appendix
Ais not allowed, and they must not add their branding/colours to the Appendix A.

Please note that in addition to this DPS Questionnaire Document and the Appendix A, any
Clarificationdocumentsissued by the Contracting Authority duringthe qualification submission
period forms part of the DPS documentation. Candidates must ensure they regularly monitor
eTenders and review any Clarification documents published.

The Contracting Authority will not click on any web links in Appendix A responses, so Candidates
cannot assume that any material contained in web links will be viewed. Where Candidates
submit additional material such as brochures or appendices, they must specifically highlight the
information they consider is relevant to their application and clearly explain which criterion it
relates to. The Contracting Authority is under no obligation to parse through such material
seeking information relevant to the response.

As thisis a DPS, candidateswho miss theinitial deadline may apply at any time duringthe life of
the DPS. Candidates who fail to qualify will be notified of the areas where they failed and are
entitled to reapply at any time.

It isrecommended to upload your response as a Zip file in order to protect the integrity of file
names.
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3. About the Contracting Authority

University of Galway (herein afterreferred to as the “Contracting Authority” or University) has
been inspiringminds since 1845 as aresearch-led university. University of Galway is one of the
oldest and largest universities in Ireland. We are at the heart of a distinct and vibrant region,
renownedforitsunique culture, creative industries, medicaltechnologies, marineecology and
economy, and our innovation.

University of Galwayis a global perspective, and our university contributes greatly to the diversity
and dynamism of Galway, the most international city in Ireland. Through our teaching and
research, we attract and develop talent from around the world to address global challenges.

With over 19,000 students, University of Galway has a long-established reputation of teaching
and research excellence in the Colleges of Arts, Social Sciences, and Celtic Studies; Business,
Public Policy and Law; Engineering and Science, and Medicine, Nursing & Health Sciences. With
a complement of over 2,700 (full-time equivalent) staff, University of Galway (Contracting
Authority)is one of the largest employersin Galway and makes a significant contributionto the
economic, social, and cultural fabric of the city.

University of Galway’s vision is to be a driver of transformational change for our people, our
region and our world. We will think globally by inspiring, celebratingand advancingthe critical
role that our university has in delivering sustainable development. We act locally by
empowering our people, investingin our purpose and engagingwith the distinctive needs of our
region.

We create a distinctively values-based culture, which has excellence, ambition and the
wellbeing of our communities at its core. Our vision will be guided by our university values of
respectinour actions, excellence in ourwork, opennessin our outlook and sustainability in our
approach. Distinguished by kindness and a commitment to equality, this culture will empower
our people to thrive. We will harness our distinctive strengths and creative energy to deliver
significant and sustainable societal impact.

Our university is at the heart of a distinctive city andregion, renownedforits culture, creativity,
technology and innovation. Drawing on these distinctive strengths will set us apart
internationally. We aim to stimulate creative potential of our students, staff, alumni and wider
community to advance our teaching, research, innovation and engagementin and for the world.

Learn more at www.universityofgalway.ie/.

3.1The University’s Supplier Charter

We value the relationships we have with our suppliers and our Supplier Charter sets out how
we require those relationships to be based on our Values of Openness, Respect, Excellence
and Sustainability.

AllUniversity suppliersand/or service providers shall adhere to the Supplier Charter, available
to view and download here.

April 2026



SMEsare encouragedto explore the possibilities of forming relationships with other SMEs or with
larger enterprises to meet the financial, economic or technical capacity requirements of the
competition, if required.

4. Stage in the Procurement procedure

This is a DPS conducted under the

e Restricted Procedure

This isthe first stage of the procedure whereby allinterested parties may submit aresponse, but
only those meeting the selection criteria will be deemed eligible for admission to the DPS.

5. Scope of Requirements

5.1 General Requirements

The Contracting Authority now wishes to appoint qualified and competent service providers to the
following territories:
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Candidatescan join one or more territories, with eachterritory being defined as a separate
discrete DPS, provided they meet the qualification criteria.

Please note that this is an indicative list of territories and it is the intention of the Contracting
Authority to expand the network of territories in the future.

w
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The Contracting Authority seeks to appoint external Clinical Research Associates/study monitors that
will deliver the monitoring element of the Contracting Authority’s sponsored regulated medical device
clinical trials in line with the agreed monitoring strategy/plan, provide site management, and provide
in-country knowledge and support for ethics and regulatory submissions and re-submissions. The
Contracting Authority requires the following packages of work to be delivered:

a. The submission and re-submission of relevant documents to Ethics Committees for
review.

b. The submission and re-submission of relevant documents to Regulatory Bodies for
review.

c. The submission of any protocol amendments, including any required discussion
between involved partied (i.e. Ethics Committee, Trial Sponsor and Steering Committee);
d. The negotiation and implementation of investigator and site agreements, extending to
any further amendments required.

e. The adaptation and implementation of Informed Consent Forms (if site or country
specific)

f. The management of sites including:

Site selection pre-study call and visit

Site initiation visits, reporting and follow up actions

The set-up and maintenance of Investigator Site File

On-site Monitoring visits, reporting and follow up actions

Delivery of site training-as required

Delivery of close out visits, reports and follow up actions

Remote general site management start-up, enrolment and follow up

g. To provide translation support/service as required.

h. To attend investigator meetings.

i. To provide periodic study progress reports to Ethics Committees or other relevant
other bodies as required.

j.  To provide SOP training, protocol review and monitor training

k. To attend monitor meetings or telecons

l.  Provide project management/study coordination support as required to support the
Contracting Authority sponsor and the coordinating centre HRB-CRFG.

Noawunhkwn =

5.2 Duration of the DPS

The DPS will be established for 10 years. The DPS will be continually open for access. Should the
DPS ceaseto operate, allmemberswill be notifiedvia www.etenders.gov.ie and an award notice
will be published notifying the termination of the DPS. This will not affect the delivery of any
contracts awarded under the DPS.

5.3 Numbers to be Admitted to the DPS

There is no maximum limit to the numbers of Candidates that can be admitted to this DPs.
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5.4 Estimated Value of the DPS

The level of expenditure cannot be guaranteed in any given year. However, the estimated total
value of any purchases pursuant to the DPS is approximately €2,000,000 (excl. VAT) over the
Term.

5.5 Admission to the DPS

(i) Admissionto the DPS will be subject to the Candidate passing all the criteriaonthe
basis of meeting all minimum qualifying requirements.

Candidates can apply for one, some or all Territory

(i) On receipt of an application, Candidates will be contacted to confirm receipt. As
soon as possible a notification letter will issue to Candidates confirming either

(a) their success in being admitted to the DPS, or
(b) their failure to be admitted and the reasons for their rejection.
Unsuccessful Candidates are entitled to reapply at any time.

(iii) Admission to the DPS for each Territory will be conditional upon the successful
Candidates agreeingto the terms and conditions of the DPS, a copy of whichwillbe
provided on admission to the relevant DPS, and which will include requirements for
the successful Candidates to provide evidence of and commit to maintain
o Tax Clearance status
o Insurances of the types specified
o Compliance status about the Art. 57 obligations relating to corruption, fraud,

money laundering, etc.

Note: UoG reserves the right to seek updated information over the life of the DPS and to verify
any aspect of their qualification prior to the award of any contract.

5.6 Awarding Contracts under the DPS

Qualifying for membership of the DPS, does not constitute an award of a contract nor does it
indicate that any contract will be awarded. When contracts arise over the duration of the DPS
they may be awarded through a mini tender to all qualified members of the DPS.

For each mini-tender, DPS members shall be invited to tender based on a clearly defined
specification. Contracts will be awarded to the most economically advantageous tender
evaluated using the specific award criteria, which will be made known to those invited to
participate in the mini-tender.

For contracts under €50K the minimum time limit for receipt of mini tenders can be between 5
and 10 working days from the date on which the invitation to tender is sent.

April 2026 5



For contracts over €50K the minimum time limit for receipt of mini tenders shall be at least 10
working days from the date on which the invitation to tender is sent.

5.7Right to tender outside of the DPS

The Contracting Authority intends to use the DPS for the procurement of requirements falling
within its scope during the specified period; however, it reserves the right to go outside the DPS
for the procurement of any requirement without reference to the DPS Member(s), however the
requirement will be tendered in accordance with the appropriate rules.

Admission to a DPSdoes not guarantee the award of any contractto any Economic Operator, nor
does it give the member(s) the right to be consulted in respect of, or tender for, any contract.

5.8 Award Criteria for Future Mini Competitions

The DPS Client shall specify their own requirements and award criteria (including sub-criteria)
in future mini tenders conducted under the DPS. The following are examples of requirements
and award criteria/sub-criteria that may be applied (and which DPS Members may be required
to demonstrate they fulfil) in future mini-tenders to provide Applicants with an overview of
future potentialrequirementsandcriteriainfuture Mini-Competitions at Stage 2. Applicants are
reminded that while they are required to submit a response to and fulfil Appendix A - DPS
Questionnaire Response Document, Applicants are not required to submit a tender proposalin
response to the requirements and criteria below nor pricing at this Stage 1 of the Competition,
which will instead be required in response to future Stage 2 mini-tenders conducted under the
DPS.

|AWARD CRITERIA WEIGHTING RANGE

1. [ Quality of Approach and Service Methodology 0% -75%
May Include:

Planning and Service Methodology
Risk Analysis

Proposed Resources
Understanding of Client Brief

2. | Quality of Team Proposed 0%-75%

Relevant skills and specific experience of the proposed project
team who would be assigned to the notional project.

Their contribution to the project would be, their precise

role, and responsibilities for the notional contract project

3. |[Environmentally Sustainable and/or Social Considerations [0%-75%

Proposals on the incorporation of Environmentally Sustainable
and/or Social Considerations into the delivery of the services
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4. [Cost 0% - 35%

TOTAL 100%

The Contracting Authority is seeking to promote social considerations, including diversity and
wider social inclusion, through this DPS arrangement. Accordingly, the DPS Client may, at its
discretion, include “Proposals on the incorporation of Social Considerations” as an award
criterion in future Stage 2 Mini-Competitions conducted under the DPS.

5.9 Fees and Inclusive Rates

Candidates should note that all service feeswill be determined on a contract-by-contract basis
and will be paid on a deliverable based bases with a fixed hourly rate.

6. Instructions to Candidates

6.1Queries

An application meansthe submission by a Candidate of acompleted Appendix A and associated
appendices.

Every effort hasbeen made to ensure thatthis Document contains allthe necessary information
forthe completion of applications. The Contracting Authority does not warrant or represent that
thisDocument, or any otherinformation givento Candidates, isaccurate orcomplete. No liahility
is accepted for any error or omission (negligent or otherwise) in this document, or any other
information given to Candidates.

Requests for additional information and clarification on any matters must be made by via the
messaging portalon eTenders on www.etenders.gov.ie. All clarifications/additionalinformation
will be issued via the eTenders website (www.etenders.gov.ie) and will be made available to all
potential Candidates who have noted their interest on the eTenders website.

Applicants who bid relying on a subcontracting relationship with another entity must prove the
relationship has been in existence before the issue date on this tender document.
Documentation of this nature is required to be presented as part of the response.

Furthermore, the Previous Experience section A6 must therefore provide at least 1 reference
contract where the subject ofa previous tenderwas provided by both parties in the sub-
contracting relationship.

All queries should be submitted in accordance with that time and date as indicated on the title
page to enable clarifications to be issued to all interested Candidates in sufficienttime prior to
the deadline date for the receipt of applications.
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7.

Completing the DPS Questionnaire Response Document

(Appendix A)

When completing Appendix A for the relevant Territory applied for, which are attached to the
eTenders notice as separate documents, Candidates should note the following conditions:

(@)

(b)

)

All questions must be completed in full and without reference to other documents or
other parts of the DPS Questionnaire or Appendix A.

All questions should be answered with relevance to the subject matter of this
competition. Forthe avoidance of doubt, itisemphasised that the information requested
in Appendix A isaimedsolely at determiningthe suitability and choice of Candidates for
entry to the DPS. In order to ensure that entry to the DPS is fair and consistent to all
Candidates, you are instructed to respond to the technical questions by giving details of
your skill and experience, accurately, honestly and succinctly.

Where a ‘Rule’ is associated with a particular criterion, Candidates must satisfy the
requirementsof therule in orderto remaineligible for consideration in the competition.

Candidates are permitted to add lines to the pro-forma tables and boxes set out within
Appendix A if required.

All financial information should be denominated in euro (€), except where financial
informationisbeingprovidedina certified oraudited supportingdocument such as a set
of financial statements in which case it is sufficient for the information toremaininits
original currency.

Failure to provide a sufficient level of detail orto explain adequately any relevant matters
may resultinsuch data or information not being taken into account during the evaluation
process.

Candidates are remindedthat they may rely on the resources of other entitiesinorderto
establish the suitability requirements on condition that they can prove to the satisfaction
of the Contracting Authority that they will have these resources at their disposal when
necessary.

Candidates for qualification may include individuals, partnerships, limited companies,
groupings or any combination of the foregoing with or without legal personality. However,
a grouping if successful may be required to establish legal personality in order to enter
into a contract.

The Contracting Authority reserves the right, subject to procurement regulations and
directives, to request clarification of any matter set out in your responses to the DPS
Questionnaire orto request additionalinformationfrom a Service Provider after the date
for submission of completed DPS Questionnaires has expired.

This documentis not a contract, or part of a contract, or an offerto make a contract. The
procuring entity has no obligation to enter into a contract with any Candidate.

The Contracting Authority is not responsible for and will not pay for any expense or cost
incurred or loss suffered by an Candidate in the preparation or submission of its
application or otherwise. Further, the Contracting Authority is not responsible for any
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travel or accommodation costs incurred by the Candidate unless previously agreed in
writing by the Contracting Authority. Each Candidate is fully responsible for the entirety
of all expensesand/or costs itincurs inthe presentation or submission of anapplication
or in participating in this process and competition.

7.1 Submission of Applications

The Contracting Authority is using the post-box facility on eTenders, and applications must be
submitted electronically via the eTenders post-box facility on www.etenders.gov.ie only. Only
applications submitted to the electronic post-box will be accepted. Applications submitted by
any other means (including but not limited to by email, post or hand delivery) will not be
accepted.

Candidates must ensure that they give themselves enough time to upload and submit all
required documentation before the initial closing date/time noting the use of the eTenders
platform. Candidates should consider the factthat upload speeds vary. To submit aresponse to
the electronic post-box, please note that you must ensure you have submitted the response
completely. Itis advisable to familiarise yourself with the platform prior to the closing date.

Below we provide an overview of the key steps. Please note that the Contracting Authority take
no responsibility for these steps being the totality of the steps required as different processes
may require different actions.

If in doubt, please ensure you contact the eTenders helpdesk as follows:

Email: irish-eproc-helpdesk@eurodyn.com

Phone: +353-818001459
(i) Accessing Documents

Itisimportantto note that you must ensure you ASSOCIATE your company with this competition
in the first instance. To do this you must do the following:

(a) Log-in to the system
(b) Locate the competition usingthe Advanced Search by Contracting Authority or Resource
ID

(c) Click on the hyperlink for the competition which will bring you to the CfT Workspace

(d) Inthe Show CfT Menuforthe competition click onthe “Expression of Interest” inthe drop-
down menu

(e) Complete the “Association with the CfT” tab

() This will then provide you with a link to “Tender” under the Show CfT Menu

(ii) Submitting your Response

In responding to a competitionwithout anelectronic ESPD, a number of steps are required. The
final step involves clicking on a Submit button and receiving the following status:
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If you do not receive a message similartoabove and an emaildirectly tothe inbox of the person
who submitted the response, you have not formally submitted your application.

Please note that the screen may say OFFLINE, this is a technical feature of etenders and does
not mean you cannot submit. Also please note you may see the percentage field also saying
100% before you submit, this still requires you to go through the submit button.

Please upload your response as a ZIP FILE to protect the integrity of the file names.

It is the responsibility of the Candidate to ensure that their application is complete and is
uploaded in accordance withthe instructions provided on eTenders prior to the deadline if they
wish to be considered for the initial work to be awarded under the DPS. Applications that are
received late orvia other means WILL NOT be considered for theinitialwork to be awarded
under the DPSs.

7.2 Initial Closing Date for Applications
Applications will be accepted throughout the lifecycle of the DPS at any stage.
The closing date for submission for consideration for initial work is specified on the title page.

Candidates must ensure that they give themselves enough time to upload and submit all
required documentation before the closing date/time. Candidates should considerthe factthat
upload speeds vary. For submissions, the Candidate can upload a total of 2.00 GB of files, with
any individual file being up to 250MB. To submit a document to the electronic post-box, please
note that you must click “Submit Response”. After submitting you can still modify and re-send
your response up until response deadline. Candidates should be aware that the ‘Submit
Response’ button will be disabled automatically upon the expiration of the response deadline.

It is the responsibility of the Candidate to ensure that their application is complete and is
uploaded by the designated deadline. Applicationsthat are received late or via other means will
not be considered in this public procurement competition.

Itis important to note that only persons who have downloaded and accepted a document can
submit an upload.

7.3 Evaluation of Applications

Applicationswill be evaluatedin accordance withthe selection criteriaandrules as specifiedin
the Appendix A — DPS Questionnaire Response Document.

7.4 Clarification of Applications

While not being obliged to seek clarifications from Candidates, the Contracting Authority
reservesthe right, at its absolute discretion, to ask Candidatesfor clarification or elaboration of
their applications to assist in its evaluation of applications.
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7.5 Interference

Any effort by the Candidate to unduly influence the Contracting Authority, relevant agency
personnel or any other relevant persons or bodies in the process of examination, clarification,
evaluation and comparison of Applications and in decisions concerning the award of the
contract shall have their Application rejected.

In accordance with Section 38 of the Ethics in Public Office Act 1995 any money, gift or other
considerationfrom a person holding or seekingto obtaina contractwillbe deemedtohave been
paid or given corruptly unless the contrary is proved.

7.6 Inducement to Purchase

The Contracting Authority shall be entitled to disqualify a Candidate in one of the following
circumstances:

(a) if the Candidate has offered or given or agreed to give to any person any
gift or consideration of any kind as an inducement or reward for doing or
forbearingtodo orforhavingdone or forborne to do, any actioninrelation
to the obtaining or execution of this contract award procedure or showing
or forbearing to show favour or disfavour to any person in relation to this
contractaward procedure or any other contract award procedure with the
Contracting Authority, or

(b) if like acts have been done by any other person employed by the
Candidate or actingon its behalf (whetherwith or without the knowledge
of the Candidate).

7.7 Currency and Payment

The currency and invoices in which all prices and rates shall be tendered, and which payments
under the contractwill be paid, shall be euro (€). exceptfort the territory of the United Kingdom
where the price and ratestendered and payments under contract willbe inthe GBP (£). All prices
and rates quoted should be exclusive of VAT.

A schedule of payments will be agreed with the successful DPS member. The Contracting
Authority operatesinaccordance withthe European Communities (Late Payment in Commercial
Transactions) Regulations 2012.

7.8 Conflict of Interest

Any conflict of interest involving a Candidate (or Candidates in the event of a consortium bid)
must be fully disclosed to the Contracting Authority. Any registrable interest involving the
Candidate and the Contracting Authority or employees of the Contracting Authority, or their
relatives must be fully disclosed in the submission or should be communicated to the
Contracting Authority immediatelyupon such information becoming knownto the Candidate, in
the event of this information only comingtotheir notice after the submission of a bid and priorto
admittanceto the DPS. The terms ‘registrable interest'and 'relative'shall be interpreted as per
Section 2 of the Ethics in Public Office Act, 1995, amended by the Standardsin Public Office Act
2001. Failure to disclose a conflict of interest may disqualify a Candidate orinvalidate an award
of contract, depending on when the conflict of interest comes to light.
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7.9 Freedom of Information

Candidates should be aware that, under the Freedom of Information Act 2014, information
provided by them at any stage during this Competition may be liable to be disclosed. Candidates
are asked to consider if any of the information supplied by them in response to this request
should not be disclosed because of its sensitivity. If thisis the case, Candidates should specify
the information that is sensitive and the reasons for its sensitivity. The Contracting Authority
cannot guarantee that any information provided by Candidates, eitherinresponse to thisrequest
or while any contract awarded as a result thereof, will not be released pursuant to the
Contracting Authority’s obligations under law, including the Freedom of Information Act 2014,
EU and Irish Government Procurement Procedures orin response to questions, debates or other
parliamentary proceduresinorofthe Oireachtas (the Irish Parliament). The Contracting Authority
accepts no liability whatsoever in respect of any information provided which is subsequently
released or in respect of any consequential damage suffered as a result of such disclosure.

7.10 TaxCompliance

It willbe a condition of award of contractthat the successful DPS member shall, forthe term of
such contract(s), comply with all EU and domestic tax laws. Candidates are referred to
www.revenue.ie for further information. Prior to the award of any contract arising out of this
competition, the successful Candidate may be required to supply its Tax Clearance Access
Number and Tax Reference Number, if not already available, to facilitate online verification of
their tax status by the Contracting Authority. By supplying these numbers, the successful DPS
member, acknowledges and agrees that the Contracting Authority has the permission of the
successful DPS member to verify its tax cleared position online.

7.11 Irish Legislation and Law

Candidates should be aware that national legislation applies in other matters such as
Employment, Working Hours, Official Secrets, Data Protection and Health and Safety.
Candidates must have regard to statutory terms relating to minimum pay and to legally binding
industrial or sectoral agreements in delivering contracts awarded to the Contracting Authority.

The contract(s) awarded on foot of this process will be governed by Irish law.
7.12 Change in the Composition of a Candidate

The Contracting Authority reservesthe right, but is not obliged, to disqualify any Candidate that
makes any change to its composition after submission of a DPS Questionnaire. However,
Candidates are entitled to reapply on basis of a new membership structure in the case of
consortiums or groupings. It should be noted that lead Candidate cannot submit under more
than one application.

7.13 Notification of the Evaluation

AllCandidates will be informed of the outcome of their applicationsfollowing evaluation and any
necessary clarifications. Potential outcomes can be:

(a) Letter of Intent of admittance to DPS
(b) Letter of Regret

Note: Unsuccessful Candidates may reapply at any time.
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7.14 Policy on Personal Debriefings

Based on the provision of the information to unsuccessful Candidates as outlined above and due
to resourcing constraints, the Contracting Authority will not be offering individual debriefing
meetings to unsuccessful Candidates.
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8. DPS Questionnaire Summary

Ref. | Pass/Fail Criteria ’ Pass Requirements

Candidates must complete this Section. If the
Candidate is a grouping, then a separate
guestionnaire must be completed for each group
member.

A1 General Information

Declaration of Bona Fides, | candidates must complete, sign and date this
Statutory Obligations (under | pociaration.

Article 57 of Public Sector

A2 Directive 2014/24/EU), Art. 5K The Contracting Authority reserves the right at its
Regulation 2022/576/EU, and | discretion to exclude a non-compliant Candidate
GDPR under each heading.

A3 Tax Compliance Candidates are required to complete a Self-
Declaration Tables. Candidates should note that if
invitedtotender, they will be requiredto provide the
evidence self-declared prior to receipt of Request

A4 Insurance for Tender.

A5 Previous Experience

Candidates must demonstrate a minimum of 5-year track record of:
e cardiology specific medical device monitoring.

e submission/re-submission of relevant document to Ethics Committees and
Regulatory Bodies for review.

e demonstrated country specific knowledge of local requirements

e demonstrated experience in negotiation and implementation of investigator and site
agreement

e site management experience for multi-site medical device studies
e references from similar projects

e Where applicantisrelying on a subcontracting relationship at least 1 reference
contract Is required where the subject of a previous tender was provided by both
parties in the sub-contracting relationship

A6 Health & Safety

Candidates must provide information which demonstrates operation of Health & Safety
systemsand procedures in line with all relevant Safety, Health & Welfare at Work legislation.
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The Contracting Authority reserves the right to seek further information to verify compliance.
Evidence of compliance will be required as condition of contract award.

PLEASE COMPLETE THE SEPARATE APPENDIX A DPS QUESTIONNAIRE
RESPONSE DOCUMENT FOR EACH Territory APPLIED FOR.
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Appendix A - DPS Questionnaire Response Document

DPS QUESTIONNAIRE RESPONSE DOCUMENT

(Please read in conjunction with the DPS
Questionnaire)

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:

Territory Choice

Candidates mustindicate 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 mark ‘X’ in the relevant boxes below

Austria YES O NO [
Belgium YES [ NO [
Bulgaria YES O NO []
Croatia YES [ INO [
Cyprus YES [ NO [
Czechia YES [ INO [
Denmark YES [ INO [
Estonia YES [ NO [
Finland YES [ INO [
France YES O NO [
Germany YES [ NO []
Hungary YES [J NO []
[taly YES [ NO O

1|Page



Latvia YES [ INO [
[Lithuania YES O NO [
Luxembourg YES [ NO [
Malta YES [ NO [
Netherlands YES [ INO [
Poland YES [ NO [
Portugal YES [ NO []
R omania YES [ NO [
Slovakia YES O NO [
Slovenia YES [ INO [
Spain YES [ NO [
Sweden YES [ INO [
UK YES [ NO [
Switzerland YES [ INO [
Greece YES [ INO [
Turkey YES [ NO [
[reland YES O NO [
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A1. General Information

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"'?

2) Is the Candidate a consortium / group of Economic Operators?

3) Isthe Candidate a Lead Candidate acting on behalf of a group of economic
operators regardless of legal form of grouping?

4) Is the Candidate relyingupon another entity including sub-contractors to
meet some/or all the qualification requirements under the selection criteria?

5) Isthe 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 requiredto co- O O
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.

Check the box to
confirm third-party
is clearly identified

throughout the
response
O

O

O O

Selection criterion where Candidate is
relying on their resources to qualify:
and/or
Service to be delivered by third party:

Name of Entity

1 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.
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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 shouldtherefore, intheir 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. EE

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 reservestheright at its discretionto 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 isevidence of a convictionrelatingto 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):

Hasthe 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?

1.1 Yes No

participation in a criminal organisation, as defined in Article 2 of Council
1.1a | Frameworkdecision2008/841/JHA; Directive (EU) 2024/126 and Directive O O
(EU) 2024/1203;

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

fraud withinthe meaning of Article 1 of the Convention on the protection of

1.1c g . .
the European Communities’ financial interests;
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the subject of a conviction for terrorist offences or offences linked to
1.1d | terrorist activities or for inciting or aiding or abetting or attempting to Ul O
commit an offence;

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

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

Non-payment of taxes or social security obligations

Has it been established by a judicial oradministrative decision havingfinal
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.

1.2

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):

Have any of the following situations applied, within the past three (3)

el years, or currently apply, to your organisation?

Yes No

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
2.1a | 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;

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

2.1b creditors, suspended its business activities or is in any analogous - -
situation arising from a similar procedure under national laws and
regulations;
The Economic Operator is guilty of grave professional misconduct

2.1c . o . . ] O
which renders its integrity questionable;

2.1d The Economic Operator has entered into agreements with other n n

Economic Operators aimed at distorting competition;

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

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;

2.1f

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

a. The Economic Operatorisguilty of serious misrepresentationin
supplying the information required for the verification of the
absence of grounds for exclusion or the fulfilment of the

2.1h selection criteria; or 0 O

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

The Economic Operator has undertaken to:

e unduly influence the decision-making process of the
contracting entity, or

e obtain confidential information that may confer upon the
tenderer undue advantages in the procurement procedure; or

e 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):

2.17i

We confirm that we are fully compliant with the following legislation, or

. . . . . Yes No
equivalent legislation in our country of establishment / operation:

(i) Employment Equality Acts 1998-2011
(ii) | Equal Status Acts 2000-2011
National Minimum Wage Act 2000 as amended

Organisation of Working Time Act 1997 as amended

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

ao|o|o|gal
o|ooo|o

(vi) | Disability Act 2005 O O
(vii) | General Data Protection Regulation 2016/679 O O
We have procedures in place to ensure that our subcontractors, if any O O

i 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
— Regulation2022/576/EU, aimed at restricting participationin 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

| declare that none of the exclusions specified in EU Regulation 2022/576

apply to any party associated with this tender. - O

Declaration regarding compliance with European General Data Protection Regulation

(GDPR)
Please check the relevant box (Yes/No): Yes No
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| 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.

| certify thatthe information providedinthis declaration is accurate and complete to the best
of my knowledge and belief. | understand that the provision of inaccurate or misleading
informationinthis Declarationwill lead to my organisation being excluded from participation
in this and future tenders and | am signing on behalf of:

(] (|

Name of Economic Operator:

Authorised Signatory:

Name in Block Capitals:

Position:

A3. Tax compliance

Choose any of the options below:

| confirm and declare being tax compliant. The Contracting Authority canverify Yes No
your tax clearance status through Revenue’s online facility at
http://www.revenue.ie/en/online/tax-clearance.html = =
To this end, please confirm:
Candidate’s Name:
Candidate’s Tax Reference Number (PPSN):
Access Number:

OR

opon2: |

| confirm that | hold a current valid Tax Clearance Certificate (generally relates Yes No
to Non-Residents?) = =
To this end, please confirm:
Registration Number:
Certificate Number:

OR

2 Note for Non-Residents: Please note that adeclaration of tax complianceis requested at the selectionstage and applying for a tax certificate
fromthe Irish Revenue Commissionersis required. Candidates have three options: a) To confirm and declare having a current and valid Tax
Clearance Certificateinplace and thattax affairs arein order; b) To confirm holding a valid paper tax clearance certifica te; c) Toconfirm 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
costsinvolved in this application process. Ifyou 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.
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| confirm that | have applied / intend to apply for Tax Clearance status or a Tax
Clearance Certificate which will be made available on request.

Yes

No

AND

Tax Compliance of Third Parties

I confirm that where requested | will ensure that all relevant Third Parties
associated with this tender will be in a position to comply with the Tax
Compliance obligations.

Yes

No
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A4. Insurances

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:

e Professional Indemnity: €1.5 million

| confirm that we have the following insurances in place:

Insurance Type: Levelin place Details of Excess Expiry Date

Employer’s Liability

Public Liability

Product Liability

ala|d[dh

Professional
Indemnity

Please confirm the following: Yes No

If you are using third parties for delivering the services, please confirm
they are insured:

| confirm that we will provide the following promptly on request at any
time prior to the award decision being made:
e Evidence of insurances in place, or O ]

e |etter from Insurance Broker confirming that the required levels
could be put in place if successful

| confirm that if successful, where the levels required under the contract
or framework are higher than those currently in our possession, we will be
in aposition 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.
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Signed:

Position:

Date:
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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.
e Cardiology specific medical device study monitoring.
e 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
e Site management experience for multi-site medical device studies.
The contracts/ client engagements listed should be chosento 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 whetherthe services have been successfully delivered,
and their comparability to the requirements of this DPS.

Note#1: Allrequiredfields should be completedinfull. If the information requested on the value of
contractsoridentity of clientsis considered confidential, Candidates must ensure that they provide
sufficientinformation to allow the Contracting Authorityto 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 meetthe 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 atitsdiscretion contact all referees orrefereesforthe Candidates thatwill 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
documentationto prove, to the satisfaction of the Contracting Authority, that theyhave the required
capacity to deliver the services.

Note #5: Candidates must note the Contracting Authority may deem a Candidate inadmissible
based on the feedbackreceivedfrom the referees indicated in the application, where applicable.
Note 6: Where applicantisrelyingon a subcontractingrelationship atleast1 reference contractls
required where the subject of a previous tender was provided by both parties in the sub-
contracting relationship

| Reference Contract #1

Client Name:

Sector the client operates in:
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O Public sector client

Public or Private 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.

o Trial phase

e patient number

e number of sites

e number of sites supported

by your activities

If third parties were involved, are OYes
they party to this application? ONo

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 statementis notrelevanttothe reference contractin 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.

1. Outline how this contractis 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:
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4. Any other relevant information:

Candidate’s response:

| Reference Contract #2

Client Name:

Sector the client operates in:

O Public sector client

Public or Private 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.

e Trial phase

e patient number

e number of sites

e number of sites supported

by your activities

If third parties were involved, are OYes
they party to this application? [ONo

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 statementis notrelevanttothe reference contractin 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.

April 2026 11



1. Outline how this contractis 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:

O Public sector client

Public or Private 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.

e Trial phase

e patient number

e number of sites

e number of sites supported

by your activities

If third parties were involved, are OYes
they party to this application? CONo

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

April 2026 12



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 statementis notrelevanttothe reference contractin 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.

1.0utline 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:

5.Any other relevant information:

Candidate’s response:
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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
therightto seekfurtherinformation toverify compliance. Evidence of compliancewillbe required
as condition of contract award.
Do you comply with the Safety Health & Yes No
Welfare at Work Act 2005 or equivalent? 0 O
Name of manager responsible for Health &
Safety:
Externally Certified In-house

Health & Safety management:

Ul O
If externally certified, please provide the following information:
Name of Certification Body:
Date of most recent certification:
Scope of Certification:
| confirm that evidence of compliance will be Yes No
provided promptly on request. 0 0
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