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23th September 2026

[bookmark: _Hlk228885312]RE: INVITATION TO TENDER FOR THE PROVISION OF A COAGULATION ANALYTICAL PLATFORM FOR THE ST JAMES’S HOSPITAL COAGULATION LABORATORY INCORPORATING THE NATIONAL CENTRE FOR HEREDITARY COAGULATION DISORDERS 2026.
   

[bookmark: _BPDCI_9][bookmark: _BPDCD_12][bookmark: _BPDCD_13]The procurement is being undertaken by the Boards of St James’s Hospital (SJH), James’s Street Dublin 8 (herein also known as the Contracting Authority (CA). For clarity, SJH will be entering into the contractual arrangement with the Successful Tenderer designate. 


[bookmark: _BPDCI_15]The CA will be utilising an open ( OJEU) procedure under the European Union (Award of Public Authority Contracts) Regulations 2016 (S.I. No. 284/2016) which transposes Directive 2014/24/EU into Irish law.

[bookmark: _BPDCD_16]Tender submissions will be reviewed and evaluated by the provision of a Coagulation Analytical  Platformre Procurement Steering Group who has been tasked by the CA with overseeing the tender process, on the basis of the award criteria as stated herein. The key activities within the Invitation to tender (ITT) of the competitive tender process is where Tenderers are invited to submit tenders and where the successful Tenderer will be chosen on the basis of the application of the selection and award criteria that will be set out herein.



As a result of this process the CA intends to appoint one Provider who will supply and maintain a Coagulation Analytical Platform for the St James’s Hospital Coagulation Laboratory incorporating the National Centre for Hereditary Coagulation Disorders. The CA will evaluate cost proposals based on each submission and combine with the qualitative scores to identify the Most Economically Advantageous Tender Overall. The contract will be awarded to the Provider deemed by the Steering Group to have submitted the most economically advantageous tender.  

The CA reserves the right with advance notice (and without giving reasons, unless so required) to amend or otherwise change the process or to terminate the process. The tender document does not represent a commitment to enter into any contract. 

[bookmark: _BPDCD_19][bookmark: _BPDCI_20]Interested Parties (referred to herein as "Tenderers") are advised to read all the tender documentation and to ensure that their submission complies with the instructions contained in this ITT document and that all information requested is returned.  Failure to meet the tender requirements as set out in this ITT document may eliminate your organisation from further consideration in this tender competition.

The ITT comprises documents with the following sections:
· 001 Invitation to Tender     
· 002 Tender Response Document      
· 003 Compulsory Pricing Schedule   
· 004  SJH Standard terms and conditions 

 
[bookmark: _Hlk240984152][bookmark: _BPDCD_25]It is imperative that you complete page 3 (Confirmation of Invitation to Tender) and return by email or via the relavent Etenders messaging portal to pfsullivan@stjames.ie  or via the relavent Etenders messaging portal on receipt of Tender forms, as this is also an acceptance by your company, of the CA’s Communications Protocol, Standard Conditions of Contract and any additional terms detailed in the ITT document and pertinent to the above competition identified in this tender document.

[bookmark: _BPDCD_26]Tender submissions should clearly identify the name and address of the entity making the submission and should be clearly labelled Provision of  a Coagulation Analytical Platform for the St James’s Hospital Coagulation Laboratory incorporating the National Centre for Hereditary Coagulation Disorders. 
    

Please note that it is the responsibility of each Tenderer to ensure that completed tender submissions are submitted via the etenders website www.etenders.gov.ie. 


The Closing date for receipt of valid tenders is:


Tender candidates are advised to read all the documentation and to ensure that documentation submitted comply with the instructions where relevant, and return all information requested.
  
Any queries on this tender must be submitted via the relavent messaging portal the Etenders platform. WWW.ETENDERS.GOV.IE
 

______________
Pat Sullivan
Procurement Officer





1 Acknowledgement and Confirmation of Communication Protocol

	
	

	
	



Tender Title 

Tender for the Provision of a Coagulation Analytical Platform for the St James’s Hospital Coagulation Laboratory incorporating the National Centre for Hereditary Coagulation Disorders. at St James’s Hospital.

 
We wish to acknowledge receipt of the above named tender and acceptance of the SJH Terms and Conditions and any additional terms detailed in the Invitation to Tender document and pertinent to the above competition.

We also wish to confirm acceptance of Communications Protocol as outlined in Section 1.7 of this Invitation to tender and competition rules document for the above competition.

	Signed: (Authorised Officer)
	

	Block Capitals
	

	Position:
	

	Company:
	

	Registered Office:
	

	
	

	Date:
	




Please indicate if you intend to provide a Tender Submission
	Yes					No

Contact details for all queries in relation to this tender submission

	Name:
	

	Position:
	

	Telephone Number:
	

	Mobile Number:
	

	E-mail Address:
	



	Title:
	Mr Patrick Sullivan

	
	Procurement Manager 


	Address of Contact:
	Procurement Unit, 
Finance Department 
Third Floor, Hospital 1

	
	St James’s Hospital

	
	James’s Street 

	
	Dublin 8

	
	Dublin

	
	

	Email Address:



Telephone:
	pfsullivan@stjames.ie


 01 4162468
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[bookmark: _Toc445187408][bookmark: _Toc452366095]INVITATION TO TENDER AND COMPETITION RULES
[bookmark: _Toc445187409][bookmark: _Toc452366096]
1.0 [bookmark: _Toc459388542]INTRODUCTION

This Invitation to Tender (ITT) has been prepared for the purpose of this tender is to identify one or more Tenderer(s) to provide a Coagulation Analytical Platform for the St James’s Hospital Coagulation Laboratory incorporating the National Centre for Hereditary Coagulation Disorders in line with the CA product specifications outlined in 003 – Compulsory Price Schedule for the Provision of a Coagulation Analytical Platform.
[bookmark: _BPDCD_53]This Invitation to Tender (ITT) has been prepared for the purpose of identifying a Tenderer who will provide  a Coagulation Analytical Platform  for the St James’s Hospital Coagulation Laboratory incorporating the National Centre for Hereditary Coagulation Disorders. in line with the CA product specifications outlined in section 11.0 TECHNICAL SPECIFICATION.

This procurement process is being undertaken by St James’s Hospital, herein known as Contracting Authority (CA), James’s Street, Dublin 8, Republic of Ireland. The CA reserves the right without advance notice (and without giving reasons, unless so required) to amend or otherwise change the process or to terminate the process. This ITT document does not represent a commitment to enter into any contract.

The CA intends to appoint one  Tenderer who will meet the CA’s requirements. 

The CA reserves the right to award the entire tender to an individual bidder based on the final tender evaluation scoring methodology employed . This will be a combination of cost and quality measures as outlined below in Scoring Methodology.  The CA reserves the right to purchase articles, goods and materials from one tenderer  and reserve the right to make the award to one tenderer for the provision of the Coagulation Analytical Platform in relation to the tender process being followed for the procurement of such products and associated services.

In no circumstances will the CA incur any liability or responsibility arising out of or in respect of the issue of this ITT.


This competition is being conducted for SJH only .





[bookmark: _BPDCD_54]Any contracts resulting from this tender process will be governed by the SJH Standard Terms and Conditions 

[bookmark: _BPDCD_56]Tenderers are advised to read all the documentation and to ensure that documentation submitted complies with the instructions where relevant and return all information requested.

The CA will evaluate cost proposals based on each submission and combine with the qualitative scores to identify the Most Economically Advantageous Tender Overall. The contract will be awarded to the Tenderer deemed by the CA to have submitted the Most Economically Advantageous Tender overall.  


2.0 [bookmark: _Toc445187410][bookmark: _Toc452366097][bookmark: _Toc459388543]PURPOSE
2.1 This ITT constitutes a tender process where the CA invites you to submit a proposal for the Tender . The purpose of this ITT is to: 

· invite Tenderer(s) to outline their proposals and
· [bookmark: _BPDCD_58]set out the evaluation criteria and weightings that will be used to evaluate tenders in response to this ITT.
This ITT is being delivered to Tenderer(s) for their sole use and for the sole purpose of inviting you to submit proposals in accordance with the requirements of the CA in relation to the Contract. The information set out within this ITT is being made available on the condition that it is utilised only in respect of the Contract and for no other purpose whatsoever.

The ITT is being advertised on www.etenders.gov.ie. The possession or use of this ITT in any manner contrary to any applicable law is expressly prohibited and accordingly Tenderers shall inform themselves concerning, and shall observe any applicable legal requirements.

The CA is inviting submissions for this ITT with the intent of soliciting competitive responses from qualified Tenderers(s). All potential Tenderer(s) must be able to meet or exceed all of the requirements of this ITT.

[bookmark: _Toc445187411][bookmark: _Toc452366098][bookmark: _Toc459388544]3.0 BACKGROUND TO ST JAMES’S HOSPITAL
The CA comprises St James’s Hospital. SJH, the largest acute general hospital in the Republic of Ireland is located in Dublin on a sixty-acre site to the immediate south of the river Liffey. The Hospital was constituted in its modern form in 1971 by Establishment order under the Health (Corporate Bodies) Act 1961 and has emerged as the largest Academic Teaching Hospital in the Republic of Ireland. There are approximately 1000 beds with 4,500 staff. The Hospital is a major acute care, teaching and research centre. Services provided cover all the major medical and surgical specialties, the majority of which are delivered at Regional or National level supported by state of the art clinical, diagnostic, treatment and therapeutic facilities. The prime clinical services at the Hospital have been organized into Clinical Directorates, which form the basic business blocks through which core services of the Hospital are planned and delivered.
  
An interactive map of the SJH site can be found at http://www.stjames.ie/imap/map.html.

Education is catered for primarily though the extensive linkages, which exist between the Hospital and the University of Dublin (Trinity College). This includes the Trinity Health Sciences Centre, which opened on Campus in 1994, providing teaching facilities for medical and nursing courses together with courses for allied professions of speech therapy, physiotherapy and occupational therapy.

The Hospital consists of 837 acute beds, 126 long stay beds (rehab and extended care wards), 51 Psychiatric and other.  Activity approximately for 2015 showed:

· Inpatients discharges = 22,930
· New attendants = 61,604
· Day patients = 46,883
· Outpatients = 280,824
· Emergency Dept. = 47,204

The Hospital department of surgery is divided into the following surgical divisions incorporating both open and laparoscopic surgical procedures including:-

· Cardio Thoracic Surgery 
· General and Endovascular Surgery
· Colorectal and Upper and Lower Gastrointestinal Surgery
· Urology
· Gynaecology
· Breast Surgery
· Maxillo-Facial
· Ear, Nose and Throat (ENT)
· Plastics Surgery
· Orthopaedics








3.1 COAGULATION 
The National Centre for Hereditary Coagulation Disorders (NCC) provides multi-disciplinary comprehensive care and services to patients with disorders of Haemostasis. There is close liaison with other recognised Haemophilia centres in Ireland to promote the provision of high quality Haemophilia care nationally.


  
[bookmark: _Toc452366099][bookmark: _Toc459388545][bookmark: _Toc212612784][bookmark: _Toc405302521]4.0 DEFINITIONS

4.0 DEFINITIONS
HOSPITAL (SJH): means St James’s Hospital, James’s Street, Dublin 8

COAGULATION ANALYTICAL PLATFORM: This relates to the provision of coagulation analysers and associated reagents and consumables required to provide the diagnostic service for the Coagulation laboratory at St James’s Hospital including the National Centre for Hereditary Coagulation Disorders. 

COAGULATION DISORDERS deal with disruption of the body's ability to control blood clotting. The most commonly known coagulation disorder is Haemophilia, a condition in which patients bleed for long periods of time before clotting. There are other coagulation disorders with a variety of causes.

(THE STEERING GROUP) who has been tasked by the CA with overseeing the tender process and evaluating tenders in line with the award criteria as stated herein.



COAGULATION SERVICES means Haemostasis and Thrombosis testing services

CONTRACT comprises the invitation to tender, instructions to tenderers, tender, acceptance of tender, particulars and the general and special conditions specified in the acceptance of tender.

CONTRACTING AUTHORITY (CA): means St James’s Hospital, Dublin 8


MUST within this document the term 'must' is to be interpreted as a mandatory requirement.

SHOULD within this document the term 'should' is to be interpreted as a desirable requirement. The terms must not and should not have a corresponding meaning.



[bookmark: _BPDCI_76]SUCCESSFUL TENDERER DESIGNATE means the Tenderer identified as submitting the Most Economically Advantageous Tender Overall in terms of the award criteria, rules and weightings identified herein.

[bookmark: _Toc445187413][bookmark: _Toc452366100]
[bookmark: _Toc459388546]5.0 SCOPE

The current provision of Coagulation and diagnostic services are service orientated driven by Hospital demand. 

This Contract will be divided into One Lot.  

Projected requirements are based on the current trends and do not represent a commitment to purchase.  Numbers may fluctuate depending on patient demand and clinical need. The CA may order quantities that are greater or lower than any estimate and may require them to be delivered to places named in the order. The CA does not bind itself to purchasing a minimum volume or any products. Purchasing trends in 2015 are based in units and are outlined in 002 Compulsory Price Schedule for the Provision of a Coagulation Analytical Platform.


[bookmark: _Toc445187414][bookmark: _Toc452366101][bookmark: _Toc459388547]6.0 CONTRACT DURATION
It is proposed to place a contract for a period of 84 months or seven years agreement with an option to further extend for an additional three years. This is subject to the satisfactory outcome of an annual review. The use of these extension options will be solely at the discretion of the Hospital. 


[bookmark: _Toc445187415][bookmark: _Toc452366102][bookmark: _Toc459388548]7.0 PROPOSAL AND COMPETITION RULES


[bookmark: _BPDCD_80][bookmark: _BPDCD_81]The CA is utilising an open procedure (OJEU ) for this tender competition. The open procedure is a one stage tender procedure whereby all interested parties are invited to submit a tender. Tender submissions will be evaluated by the Steering Group who has been tasked by the CA with overseeing the tender process, in line with the award criteria as stated herein. The contract will be awarded to the tenderer deemed by the Steering Group to have submitted the Most Economically Advantageous Tender Overall.  


[bookmark: _Toc445187416][bookmark: _Toc452367776][bookmark: _Toc459388549]	7.1 Intention to Submit
Interested parties should confirm at least three (3) days in advance of the closing date their intention to submit a tender and furnish signed communication protocol. Refer to page 3 of this ITT.  

[bookmark: _Toc445187417][bookmark: _Toc452367777][bookmark: _Toc459388550]	7.2 Closing Date and Time of Tender Proposal
The latest time for the receipt of completed Tenders is:

	Date
	28th October 2026 

	Time
	12.00hrs



[bookmark: _Toc212612791][bookmark: _Toc405302531][bookmark: _Toc445187418][bookmark: _Toc452367778][bookmark: _Toc459388551]	7.3 Communication Protocol
The sole points of contact for the CA shall be the person named in the table below. Tenderer(s) shall not contact any Hospital personnel about this submission between the issuance of this document and the date of award unless previously authorised to do so by the person named in the table below. 

	Name of Contact:
    Title:
	Mr Pat Sullivan
    Procurement Managerer 

	
	

	Address of Contact:
	Procurement Unit 
Finance Department
3rd Floor, Hospital 1

	
	St James’s Hospital 

	
	James’s Street

	
	Dublin 8

	
	

	Email: 
	pfsullivan@stjames.ie 


	
Telephone:
	00353 1 416 2468



Any necessary meetings or discussions will be arranged and / or facilitated by the above named person, or his nominee. In all phases of this procurement, all communication among Tenderer(s) and the CA which relate to this Tender must be in writing using www.etenders.gov.ie

All Tenderer(s) will be advised through etenders forum of any significant issues raised by any Tenderer(s). Copies of all significant questions received and answers given will be forwarded to all participants via etenders. It is the responsibility of all Tenderer(s) to check their etenders on a daily basis.  

Questions / queries raised after the close of business on the date listed below will not be entertained. 

All questions must be submitted via the etenders web site Questions and Answers forum.

	Date
	21st  October 2026

	Time
	16.00hrs



Failure to comply with any of the above procedures may disqualify the Tenderer.

[bookmark: _Toc445187419][bookmark: _Toc452367779][bookmark: _Toc459388552]	7.4 Tender Response Document
The Tenderer is required to fully respond to all items raised in the tender documents referred to below including:-


•	001 Invitation to Tender   
•	002 Tender Response       
•	003 Compulsory Pricing Schedule   
•	004  SJH Standard terms and conditions 





[bookmark: _Toc445187420][bookmark: _Toc452367780][bookmark: _Toc459388553]	7.5 Conditions of Contract
    SJH  Terms and Conditions will apply

In addition Tenderer(s) are required to state that they agree (by sending back the tender acknowledgement form) to be bound by the terms and conditions laid out in this document in this ITT. This statement must be clear and unequivocal. Acceptance “in principle” is not acceptable as the agreement will not be negotiated with individual Tenderer(s).

[bookmark: _Toc445187421][bookmark: _Toc452367781][bookmark: _Toc459388554]	7.6 Form of Documentation Required
Returns of tender documentation must be returned on eTenders post-box, please zip all documents into one zip file

	Tender Submission Instructions - eTenders post-box facility

	
1. For guidance on ePost-box facilities refer to section 6 (Page 9) of electronic tender management system quick guide
2. Post-box facility is time locked. Receipt of submissions is not possible after the official closing deadline.
3. Avoid last minute problems by rehearsing tender submission process well in advance of deadline.
4. Tender submissions will not be accepted in hard copy or by electronic means other than www.etenders.gov.ie
5. The following document formats are acceptable Microsoft Word 2010 and earlier; PDF (all versions)




Please note: The onus is on Tenderer(s) to present clear and accurate tenders rather than on Hospital staff to decipher mistakes. Tenderer(s) are requested to insert their response on the relevant Tender Response Document provided. The Hospital cannot be responsible for, and will not consider submissions, which are badly drafted or contain fundamental errors or omissions
[bookmark: _Toc445187422][bookmark: _Toc452367782]	

[bookmark: _Toc459388555]	7.7 Determination of Responsiveness
After the official opening of submissions, the Steering Group will determine whether each tender is substantially responsive to the requirements of the submission / tender documents. A substantially responsive submission is one which conforms to all the terms, conditions, instructions (including but not limited to completion of documentation, return of completed submission to correct address) and specifications of the ITT document, without material deviation.  

[bookmark: _BPDCD_88]A material deviation is one which affects in any substantial way the price, scope, quality, completion or timing of the proposed contract to be undertaken by the Tenderer or which limits in any substantial way the CA’s rights or the Tenderer's obligations under the contract. A tender submission determined to be non-responsive shall be rejected by the CA and may not be subsequently made responsive by the Tenderer by correction of the non-conformity.  

The CA may waive any minor non-conformity or irregularity in a submission which does not constitute a material deviation, provided that the waiver does not prejudice or affect the relative ranking order of or scoring of any submission.

If you consider that you are missing any documents or information, the absence of which would preclude you from submitting a comprehensive tender, or should you become aware of any ambiguity, discrepancy, error or omission in this ITT document, please raise the matter by sending an e-mail to pfsullivan@stjames.ie as soon as possible.

[bookmark: _Toc445187423][bookmark: _Toc452367783][bookmark: _Toc459388556]	7.8 Submissions by Groups of Economic Operators
[bookmark: _BPDCI_90]Tenders may be submitted by single entities or by groups of entities. Elements of the contract may be subcontracted, however submissions should make clear which company are proposed as the Primary Contractor and which companies are proposed as Subcontractors.  


[bookmark: _BPDCI_92]A group of economic operators will not be required to convert into a specific legal form in order to submit a tender, but may be required to do so prior to award of the contract. The CA reserves the right to require the contract be entered into with each member of a group on the basis of joint and several liability or to contract with one member of the group as prime contractor to whom the other members will be sub-contractors. The composition of the group may only be changed with the consent of the CA.

[bookmark: _Toc445187424][bookmark: _Toc452367784][bookmark: _Toc459388557]	7.9 Confidentiality
The CA undertakes to hold any information provided to it by applicants on a confidential basis, subject to the CA’s obligations under law, including the Freedom of Information Acts 2014. If, for any reason it is wished that information provided to the CA should not be disclosed because of its sensitive nature, then it is incumbent upon the person or body when supplying the information, to make clear this wish, and to specify the reason for the information’s sensitivity. The CA will endeavour to consult with any applicant supplying sensitive information before making a decision on any Freedom of Information request received.

This document remains the property of the Contracting Authority and is issued only in connection with the ITT. The document may not be copied, it may not be given to any third party, and its contents may not be divulged to any third party without the prior written consent of the CA. All information contained in this document must be treated in the strictest confidence by the Tenderer(s) and by all the Tenderer(s) staff. Any third party involved in completing the proposal must also comply with these confidentiality requirements.

[bookmark: _Toc445187425][bookmark: _Toc452367785][bookmark: _Toc459388558]	7.10 Inspection/Validation
The CA reserves the right to inspect company premises to verify all information supplied. The CA Procurement Officer will liaise directly with your company on the exact detail for visiting any reference sites where applicable, after opening of submissions. Failure to meet these requirements may eliminate you from further consideration in this tender process.

[bookmark: _BPDCD_93]Tenderer(s) may be required to supply other information as required under applicable EU procurement rules.

[bookmark: _Toc445187426][bookmark: _Toc452367786][bookmark: _Toc459388559]	7.11 Insurance / Indemnification 
The contractor, before the commencement of the contract, shall take out a policy or policies with an approved insurance company to the amounts set out in this ITT and in 002 Tender Response Document. Such policy or policies duly completed shall be furnished to the CA for approval before the commencement of the contract.

[bookmark: _Toc445187427][bookmark: _Toc452367787][bookmark: _Toc459388560]	7.12 Declaration of Interest/Conflict of Interest
Tenderer(s) must declare in their submissions/tenders, any current or previous work undertaken, or any relationship that may be perceived to potentially conflict with this assignment.

[bookmark: _Toc445187428][bookmark: _Toc452367788]	
[bookmark: _Toc459388561]7.13 Late Submissions
PLEASE NOTE THAT LATE SUBMISSIONS WILL NOT BE CONSIDERED UNDER ANY CIRCUMSTANCES.

[bookmark: _Toc445187429][bookmark: _Toc452367789]	
[bookmark: _Toc459388562]7.14 Post Tender Closing 
Please note that once submissions / tenders have been submitted, no individual negotiations will take place and the awarding CA decision will be final.

[bookmark: _Toc445187430][bookmark: _Toc452367790][bookmark: _Toc459388563][bookmark: _Hlk241052107]	7.15 Evaluation Process
The CA is utilising the open procedure (OJEU ). This is a one stage process whereby;
The CA invites Tenderer(s) to outline their proposal(s) for the provision of  of  a Coagulation Analytical Platform for the St James’s Hospital Coagulation Laboratory incorporating the National Centre for Hereditary Coagulation Disorders. 
[bookmark: _BPDCD_95]    Biochemistry Dept  at St James’s Hospital, Dublin. Evaluation(s) will be undertaken by the Steering Group nominated by the CA having regard to the selection and award criteria set out in this ITT.

The proposed system and all of its constituent parts including reagents must comply with current international directives, e.g. EU (CE/IVD mark) or FDA or both.
All equipment and test validation for the proposed service must comply with accreditation requirements as per ISO 15189:2012 Medical laboratories — Particular requirements for quality and competence. 
SJH reserve the right to define the period of validation for all tests and expect that reagents are supplied in a quantity determined by the SJH validation protocols, free of charge, for the duration of validation.
During the evaluation period, clarification(s) may be sought in writing directly through the Procurement Officer. Clarification may include testimonials from Tenderer(s) in support of particular aspects of a tender, whether such aspects are contained in the original submission or in subsequent responses to requests for clarification. Deadlines will be imposed for the receipt of such clarifications and failure to meet these deadlines may result in the disqualification of the submission/tender or loss of marks. Responses to requests for clarification shall not materially change any of the elements of the proposals submitted. Unsolicited communications from Tenderer(s) will not be entertained during the evaluation period.

[bookmark: _Hlk241051866]The CA may, at its discretion, request meetings with individual Tenderer(s) during the evaluation period for the purposes of clarifying any aspect of the Tenderer(s) proposal. If appropriate or relevant, members of the Steering Group may be present and actively participate at such meetings. Such meetings will be strictly confidential and will not result in any material change to the original tender. No discussions regarding the progress of the evaluation or the Tenderer(s) performance will be entered into. All such meetings will be held at the convenience of the CA and the CA will not be responsible for any costs incurred by the Tenderer(s) (however incurred).

[bookmark: _BPDCD_96]The Steering Group may require site visits to a Tenderer's reference sites to view the system and / or may require the trial and evaluation of such a system on site in SJH,. The Tenderer(s) will be responsible for all costs and expenses associated with any site visit or trial and evaluation of system(s). Evidence to support all answers supplied in tender response will be sought on site visits and will be used to assist in marking of tender response. Shortlisted suppliers may be requested to make a presentation in SJH detailing features of the analyser platform including technical and analytical specification.

[bookmark: _BPDCD_97][bookmark: _BPDCD_98][bookmark: _BPDCD_99]The Successful Tenderer Designate will be informed in writing that its tender has been identified as the Successful Tenderer Designate subject to the satisfactory conclusion of a contract. Unsuccessful Tenderer(s) will also be informed in writing.

[bookmark: _Toc445187431][bookmark: _Toc452367791][bookmark: _Toc459388564]	7.16 Canvassing / Interference
Please note that canvassing or failure to comply with the Communications Protocol as set out in section 7.3 of this document may result in the disqualification of your submission / tender. 

[bookmark: _BPDCD_100][bookmark: _BPDCD_101][bookmark: _BPDCI_102]Any effort by a Tenderer to unduly influence any staff or agents of the CA in the process of examination, clarification, evaluation and comparison of submissions and in decisions concerning the Award of Contract shall result in that Tenderer's submission being rejected. In accordance with Section 37 of the Ethics in Public Office Act 1995 any money, gift or other consideration received from a person holding or seeking to obtain a contract will be deemed to have been paid or given corruptly unless the contrary is proven.

[bookmark: _Toc445187432][bookmark: _Toc452367792][bookmark: _Toc459388565]	7.17 Anti-Competitive Conduct
[bookmark: _BPDCD_103][bookmark: _BPDCI_105][bookmark: _BPDCD_106][bookmark: _BPDCD_107][bookmark: _BPDCD_108][bookmark: _BPDCD_109]Tenderers' particular attention is drawn to the application of the Competition Act 2002 (as amended). The Act makes it a criminal offence for Tenderers to collude on prices or terms in a public tendering procedure. Should the CA become aware of direct or indirect communications through trade associations or otherwise between Tenderers relating to the contract or actions which might facilitate price collusion, it shall be the policy of the CA to disqualify such Tenderers and to notify the matter to the Competition Authority with the recommendation that action be taken against such Tenderers.

[bookmark: _Toc445187433][bookmark: _Toc452367793][bookmark: _Toc459388566]	7.18 Cancellation of Tender Process
In the event of cancellation of the competitive process procedure, Tenderer(s) will be notified of the cancellation by the CA. Cancellation may occur where:
· The tender procedure has been unsuccessful, i.e. no qualitatively or financially worthwhile tender has been received or there is no response at all
· The economic or technical data of the project have been fundamentally altered.
· Exceptional circumstances or force majeure render normal performance of the contract impossible.
· All technically compliant tenders exceed the financial resources available.
· There have been irregularities in the procedure, in particular where these have prevented fair competition.

In no event shall the CA be liable for any damages whatsoever including, without limitation, damages for loss of profits, in any way connected with the cancellation of a tender procedure even if the CA has been advised of the possibility of damages. The publication of a procurement notice does not commit the CA to implement the programme or project announced.

[bookmark: _Toc445187434][bookmark: _Toc452367794][bookmark: _Toc459388567]	7.19 Debriefing of Tenderers
Apart from observing legal obligations where provisions of EU Procurement Directives apply, the CA adopts a voluntary constructive policy on debriefing unsuccessful Tenderers. Debriefing Tenderers not selected either for a bid list or unsuccessful Tenderers is considered important in helping Tenderers to improve their competitive performance and it increases the potential for improved value for money on future orders. It is viewed as a key element in Tenderers’ development and allows procurement staff to gain more information on the market place, in general, and Tenderers’ specialisation in particular.

[bookmark: _BPDCD_110]For all significant Procurement the CA Procurement Officer formally debriefs Tenderer(s) who request it where they have been unsuccessful at either the selection or tender stage in procurement. This formal debriefing may take the form of written correspondence rather than a meeting. Purpose of debriefing is to establish a reputation as a fair, honest, ‘open’ and ethical organisation to encourage good Tenderers to seek the CA business and submit tender proposals. The CA recognizes that it is important that unsuccessful Tenderers are offered some benefit from the time and money spent in preparing their price proposals and assisting Tenderers to improve their performance.

[bookmark: _Toc445187435][bookmark: _Toc452367795][bookmark: _Toc459388568]	7.20 Appeals 
[bookmark: _BPDCD_111]All Tenderers have a right of review to the High Court under the European Union (Public Authorities' Contracts)(Review Procedures) Regulations 2010 (S.I. No. 130 of 2010) (the Remedies Regulations).  

[bookmark: _BPDCI_112][bookmark: _BPDCD_114][bookmark: _BPDCD_115]With regard to time limits for initiating proceedings Tenderers should refer to the Remedies Regulations and the Rules of the Superior Court Review of Award of Public Contracts) 2010 (S.I No. 420/2010).

[bookmark: _BPDCI_116]Failure to comply with any of the above procedures may disqualify the Tenderer from the tender process.

[bookmark: _Toc445187436][bookmark: _Toc452367796][bookmark: _Toc459388569]	7.21 Publication and Documentation Updates
Please note that all information relating to this ITT, including documentation, clarifications and changes, will be published on the e-tenders website (www.etenders.gov.ie) only. Registration is free of charge and there is no charge for documents. The CA will not accept responsibility for information relayed or not relayed via third parties. 

The CA reserves the right to update or alter any information contained in this document at any time. In the event that any additions or amendments to the ITT requirement, as set out in this document, are deemed necessary prior to the closing date for receipt of proposals, these will be issued to applicants in the form of supplementary documents and will form part of the submission response requirement.

[bookmark: _BPDCD_117] 
[bookmark: _Toc445187437][bookmark: _BPDCI_118][bookmark: _Toc452367797][bookmark: _Toc459388570]	7.22 Conflict of Interest 
[bookmark: _BPDCD_120]Any conflict of interest or potential conflict of interest involving a Tenderer must be fully disclosed to the CA, particularly where there is a conflict of interest in relation to any recommendation or proposal put forward by the Tenderer. In the event that the CA considers that a conflict of interest or potential conflict of interest exists, the CA will, in its absolute discretion, decide on the appropriate course of action.

[bookmark: _Toc445187438][bookmark: _Toc452367798][bookmark: _Toc459388571]	7.23 Specific Terms and Conditions of Contract
[bookmark: _BPDCI_121]Any contract resulting from this tender process will be governed by the SJH Standard Terms and Conditions included in the tender document package
The volumes stated within the tender document are an estimate only. The CA does not bind itself to purchasing a minimum volume of any products.

If the tender is awarded, the intention of the CA is to place a contract for a period of 12 months with the option of automatic annual rollovers for a further period of 4 years pending confirmation of funding availability..  This is subject to the satisfactory outcome of an annual review. 

[bookmark: _Toc459388572][bookmark: _BPDCI_123]7.24 Declaration of Eligibility 

[bookmark: _BPDCD_124]Tenderer(s) to whom any of the circumstances listed in the Statutory Supplier Declaration apply (which is based on  Regulation 57 of the European Union (Award of Public Authority Contracts) Regulations 2016 (S.I. No. 284/2016) may be excluded from the tender. 

This declaration is included in tender document 002 Tender Response Document and must be returned with the completed submission.


[bookmark: _Toc445187440][bookmark: _Toc452366103][bookmark: _Toc459388573]8.0 INDICATIVE TENDER TIMETABLE
Table 1 – Tender Timetable 2019

	STEPS
	DATE

	[bookmark: _BPDCD_125]Issuing of Contract Notice to OJEU
	23rd September 2026

	Deadline for Receipt of tender clarifications 
	21st October 2026

	Deadline for Receipt of Tenders  
	28th October 2026

	[bookmark: _BPDCD_126]Evaluation of Tenders
	4th November 2026

	Tender Clarification(s) and Questionnaire(s)
	11th November 

	Contract award decision and issuing of letters to Successful and Unsuccessful Tenderer(s)
	25th November 2026

	Standstill period 14 Days
	9th December 2026

	[bookmark: _BPDCD_127]Issue Contract Terms and Conditions of Supply to Successful Tenderer Designate
	26th December 2026



The CA reserves the right to amend this indicative timetable
[bookmark: _Toc442096099][bookmark: _Toc442164447][bookmark: _Toc442171547][bookmark: _Toc442173786][bookmark: _Toc445187441][bookmark: _Toc452366104][bookmark: _Toc459388574]9.0 SAMPLES 
Wherever applicable/asked, Tenderer(s) may have to submit samples of item(s) for verification / inspection, approval and/or trial and evaluation, if required and Tenderer(s) shall have to comply with such conditions. It is, therefore, in the interest of the Tenderers(s) concerned to get their proofs / samples verified and inspected before effecting supply at their own cost. Samples supplied should not be less than the quantity necessary for the test given in the specifications (if any) or in the schedule to tender. Each sample(s) should have a card affixed to the sample which should bear the following information:
· Tender Name and address 
· Tender title and number
· [bookmark: _Toc445187443][bookmark: _Toc452366105]Any other relevant description deemed fit

[bookmark: _Toc459388575]10.0 QUALIFICATION CRITERIA 
[bookmark: _Toc445187444][bookmark: _Toc452367800][bookmark: _Toc459388576]	10.1 General Instructions
Tenderers must examine and complete the following documentation:

•	001 Invitation to Tender   
•	002 Tender Response Document       
•	003 Compulsory Pricing Schedule   
•	004  SJH Standard terms and conditions 


If a Tender fails to comply in any respect with the requirements (or the intent of such requirements) of the Tender Documents or is ambiguous or incomplete, the CA shall be entitled at its discretion to take such action as it considers appropriate, including:

(a) To reject the relevant tender as non-compliant;

[bookmark: _BPDCI_132](b) Without prejudice to the CA’s right to reject the relevant Tender, the CA may:
· Meet with, raise issues with and / or seek clarification from a Tenderer in respect of the relevant Tender;
· Request a Tenderer to provide the CA with information or items which have not been provided or have been provided in an incorrect, unclear or ambiguous form;
· Negotiate an amendment and / or change to the relevant Tender with a Tenderer;
· Waive a requirement, which, in the opinion of the CA, is minor or procedural; and / or
· Amend the relevant requirement of the Tender Documents and invite Tenderers to adjust their Tenders on the basis of such revised requirement.

Provided however no amendment and/or change to the CA’s requirements shall be permitted if, in the opinion of the CA, the amendment and/or change, if accepted, would constitute a material amendment and/or change to the CA's requirements.

The CA reserves the right to seek additional information and/or to interview a Tenderer in connection with its assessment of its Tender, but will not be held liable for any costs incurred in this regard by Tenderers. 

[bookmark: _Toc327867811][bookmark: _Toc445187445][bookmark: _Toc452367801][bookmark: _Toc459388577]	10.2 Correction of errors   

Tenderers determined to be substantially responsive to the Tender Documents will be checked for any material errors in computation as follows:
· Where there is a discrepancy between amounts in figures and words the amount in words will govern.
· Where there is a discrepancy between the unit price and the total amount derived from the multiplication of the unit price and the quantity, the unit price as quoted will normally govern, unless, in the opinion of the CA there is a gross arithmetical error in the unit price, in which event, the extended amount as quoted will govern.
· The amount stated in the 003 Compulsory Pricing Schedule and Product Specification(s) will be adjusted by the CA in accordance with the above procedure for the correction of errors and, with the agreement of the Tenderer, shall be considered as binding upon the Tenderer.

A Tenderer not accepting the correction of errors as outlined above will have its Tender rejected.
	
[bookmark: _Toc445187446][bookmark: _Toc452367802][bookmark: _Toc459388578]	10.3 Post tender negotiations not permitted
Please note that once Tenders have been submitted, no individual negotiations other than clarifications will take place (other than as may be permitted in accordance with relevant guidance and applicable procurement law) and the CA’s decision will be final.

[bookmark: _Toc442096103][bookmark: _Toc442164451][bookmark: _Toc442171551][bookmark: _Toc442173790][bookmark: _Toc442697576][bookmark: _Toc445187447][bookmark: _Toc452367803][bookmark: _Toc459388579]	10.4 Awarding of Contract
(a) Tenders received will be evaluated against the qualitative award criteria set out in the Section 10.7.  Any tender which does not achieve any of the specified minimum quality scores will be excluded from further consideration. 

(b) Those tenders which have not been excluded under (a) above, will then have their Ultimate Cost assessed: 

(i) In the first instance, the tender with the lowest tendered Ultimate Cost will be assessed under the award criteria set out in Section 10.7 (or, where applicable, have their Declaration of Suitability verified by the CA). If that tender does not meet the specified requirements, they will be excluded from further consideration and the CA will seek suitability verification of the tender with the next lowest tendered Ultimate Cost. 

(ii) The tender with the lowest tendered Ultimate Cost, and which has also not been excluded under (i) above, will be awarded the maximum marks available under the cost award criterion and all other tendered Ultimate Cost submitted by the other Tenderers will be scored using the following formula:  

Number of points to be awarded = the lowest valid Ultimate Cost divided by the Ultimate Cost in question and multiplied by the maximum score achievable.

(c) The Quality and Ultimate Cost scores of tenders will be summed and the tender receiving the highest overall score will be assessed under the set out award criteria (or, where applicable, have their Declaration of Suitability verified by the CA, unless already done so under (b) (i) above). If that tender does not meet the specified requirements, they will be excluded from further consideration and the CA will assess the next highest scoring Tenderer.

(d) The tender receiving the highest overall score, and which has also not been excluded following the assessment under (c) above, will be declared the Most Economically Advantageous Tender Overall and thus, the Successful Tenderer designate.

It will be a condition precedent prior to award of Contract that the Successful Tenderer designate:
(i) shall provide proof that the insurances required are in place;
(ii) shall produce promptly a valid Tax Clearance Certificate issued by the Irish Revenue Commissioners; and
(iii) shall agree to the terms and conditions of the Contract Terms and Conditions and associated schedules.
(iv) Shall provide any other verification documentation requested in the specification of requirements.

If for any reason it is not possible to conclude the Contract with the Successful Tenderer designate emerging from this competitive process, or if having concluded the Contract the CA decides to terminate that agreement, the CA reserves the right to award the Contract to the next highest scoring Tenderer on the basis of the same terms and as tendered by that party, at any time during the tender validity period. This shall be without prejudice to the right of the CA to cancel this competitive process and/or initiate a new contract award procedure at its sole discretion.


[bookmark: _Toc398109811][bookmark: _Toc442096105][bookmark: _Toc442164453][bookmark: _Toc442171553][bookmark: _Toc442173792][bookmark: _Toc442697577][bookmark: _Toc445187448][bookmark: _Toc452367804][bookmark: _Toc459388580]	10.5 Selection Criteria A
[bookmark: _BPDCD_133]The CA is using the open procedure for the establishment of the Contract. While any interested party may submit a tender, only those Tenderer(s) demonstrating that they meet the stated levels of economic, financial and technical capacity will be considered. In order to enable the CA to ascertain compliance with capacity requirements, all Tenderers must complete Document 002  Tender Response Document. Failure to complete the document and/or comply with the requirements will render the Tender(s) non-compliant and it will be rejected including the following:

(a) Name and address of the Tenderer 
Rule: Tenderers must answer this section. If the Tenderer is a grouping, then each group member must address the questions below. Tenderers are required to complete Section 1.0 in 002 Tender Response Document 

(b) Evidence of insurances
Rule: Tenderers are required to provide current insurance certificates or a broker’s letter confirming the following types and levels of insurance: €13m Employers Liability, €6.5m Products Liability, €6.5m Public Liability and €6.5m Professional Indemnity.  Alternatively, tenderers may submit a letter from their insurance company or broker confirming that such types and levels of insurances will be put in place if the tenderer is successful in the competition. Tenderers are required to complete Section 1.0 and Schedule 1 b) in 002 Tender Response Document 
(c) Evidence of financial standing
Rule: Tenderers must provide evidence from an objective source confirming that they are in a sound financial position and that they have a minumum  turnover of €1.3M   per annum over the past three years. Tenderers are required to complete Section 2.0 and Schedule 2 a) in 002 Tender Response Document Biochemistry Department within St James’s Hospital Dublin  

(d) Tax clearance certificate issued by the Irish Revenue Commissioners
Rule: Tenderers must provide evidence of a current and valid (current year) tax clearance certificate or, alternatively, evidence that they have applied for it. Tenderers are required to complete Section 1.0 and Schedule 1 a) in 002 Tender Response Document 

(e) Declaration of Bona Fides
Rule: Tenderers must complete, sign and date the declaration contained in Appendix B – Statutory Supplier Declaration in 002 Tender Response Document Non-compliant Tenderers under any of the headings will be automatically disqualified.

(f) Previous experience (expand)
Rule: Tenderers must demonstrate the successful delivery of at least three projects within the last three years of a comparable nature and scale to the services required under the contract as defined in Section 2.4 in tender document in 002 Tender Response Document 

(g) Quality Assurance Measures
Tenderer(s) should outline the provision and management of their quality assurance process. Tenderers must demonstrate satisfactory internal quality assurance mechanisms in place and accreditation attained. Tenderers must also demonstrate external quality assurance and accreditation, for example ISO 15189:2012 or equivalent.

(h) Compliance with IT requirements
	All equipment must be capable of being installed on the hospital network. Software and operating system updates must be provided free of charge and all operating systems must be maintained to ensure compatability with hospital security protocols.  It must be possible to interface the analyser via SJH Data Manager or alternate middleware to the laboratory information system (LIS) (currently Telepath but MedLis in the near future)


(i) Environmental Management

The analyser must comply with relevant requirements for electrical, biological, noise and 	mechanical 	safety legislation. Include certificates of compliance with regulations.

	The analyser must be capable of operating in normal laboratory environmental conditions. 
	Any adjustment to laboratory power supply must be included in tender proposal


Note 1: Tenderer(s) who fail to comply with the criteria and rules set out above will be deemed ineligible for detailed tender evaluation against the set out award criteria.

[bookmark: _BPDCD_137]Note 2: Tenderer(s) may elect to submit a Declaration of Suitability confirming that they meet the minimum economic, financial and technical capacity requirements under the selection criteria and rules set out above. However, the Tenderer will be required to provide the required evidence to support that declaration within 2 working days following the request by the CA.


[bookmark: _Toc445187449][bookmark: _Toc452367805][bookmark: _Toc459388581]	10.6 Selection Criteria B


Tenderer(s) must complete this section. Failure to provide sufficient information will result in the tenderers’ proposal not being considered. Tenderer(s) are requested to provide as much relevant information as possible in each response under each section. If Tenderer(s) do not Pass ‘Mandatory Requirements,’ they will not be further evaluated.

Tenderers must have reputable tertiary referral Haemophilia comprehensive care centres where the specific analyser models proposed are currently in use in Ireland, the UK or European Union. Equipment and reagents must have a proven track record with strong clinical evidence and independent data associated with Coagulation diagnostic services. There must not have been an excessive number of recalls, advisories or alerts in any of the proposed products in the last 24 months.  Tenderer(s) must provide a feedback mechanism to the CA when issues arise relating to the provision of the Coagulation Analytical Platform.

Evidence to support all answers supplied in the tender response will be sought on site visits and will be used to assist in marking of the tender response. It must also be possible to evaluate the specific analyser models for the proposed analytical platform in operation during the site visit. Shortlisted suppliers may be requested to make a presentation in SJH detailing features of the analyser platform including technical and analytical specification.
 

[bookmark: _BPDCD_138]Evidence to support all answers supplied in the tender response will be sought on site visits, if required , and will be used to assist in marking of the tender response. It must also be possible to evaluate the specific analyser models for the proposed analytical platform in operation during the site visit.Tenderer(s) may be requested to make a presentation in SJH detailing features of the sequencing platform(s) including technical and analytical specification.

If, during the course of the contract, new products become available which will improve the diagnostic service, the company will be given the opportunity to quote for such. If the company cannot provide the required products or processes then the CA reserve the right to terminate after one month notice the relevant portion of the contract and seek supply from an alternative Tenderer(s).

Product specification and suitability must be submitted  in section 11 Technical specification response and Discription  listed in 003 Compulsory Pricing Schedule document. 

●EQUIPMENT VALIDATION STANDARDS: All equipment and test validation must comply with accreditation requirements as per ISO 15189:2022 Medical laboratories — Particular requirements for quality and competence. SJH reserve the right to define the period of validation for all tests and expect that reagents are supplied in a quantity determined by the SJH validation protocols, free of charge, for the duration of validation.

●CE MARK EU / FDA STANDARDS: 
The proposed system and all of its constituent parts including reagents must comply with current international directives, for example EU (CE/IVD mark) or FDA or both. The manufacturing facility used for the manufacturing of the tendered product must be accredited to ISO 9001 13485 17664 or other independently accredited certificate of quality standards. Tenderer(s) must provide data / evidence in this regard.  

This specifies requirements for a quality management system where an organisation needs to demonstrate its ability to provide medical devices and related services that consistently meet customer requirements and regulatory requirements applicable to medical devices and related services. Tenderer(s) supplying product as a Distributor on behalf of a Manufacturer will be required to provide proof of compliance for the manufacturer concerned.

●QUALITY ASSURANCE SYSTEM: Tenderer(s) must operate a quality assurance system for all equipment and must comply with the relevant regulatory quality standards incorporating EC Standards, CE marking and any other standard specific to the tendered products. 


[bookmark: _Toc398109812][bookmark: _Toc442096106][bookmark: _Toc442164454][bookmark: _Toc442171554][bookmark: _Toc442173793][bookmark: _Toc442697578][bookmark: _Toc445187450][bookmark: _Toc452367806][bookmark: _Toc459388582]	10.7 Award criteria 
In the first instance, tenders will be assessed to ensure that they are fully in compliance with the formal requirements of this tender documentation and confirmed as being valid and responsive.


[bookmark: _BPDCI_141]Tenders will be scored using the scoring methodology outlined below based on the level of detail provided, the award criteria and relative to the other tenders submitted. 


Marks will be awarded on a comparative basis against the CA's requirements and the other Tenderer(s) having regard to those factors which are adjudged under each of the Weighted Criteria identified in Table 2.  Tenders will achieve higher marks where the solution offered is adjudged to offer further added value by reference to the listed Award Criteria and Weightings.
   





Table 2 – Award Criteria and Weightings

[image: ]

A. 	CRITERIA: ULTIMATE COST (30%)
[bookmark: _BPDCD_145]A fixed price contract is required. The tender compulsory price schedule must be set out over a 7 year period. 

[bookmark: _BPDCI_146]Costs are to be submitted in the Format  requested in of 003 Compulsory Pricing Schedule

The Hospital is seeking one financial option  –Reagent Purchase  to include all required reagents and support

  
ii). Reagent Rental Purchase 
The name, manufacturer and full description of the equipment offered must be inserted in 003 Compulsory Price Schedule for the Provision of a Coagulation Analytical Platform including:
· The rental cost of equipment proposed and all associated accessories.  
· Direct and indirect rental costs associated with initial installation costs, if applicable minor construction costs and any other costs associated with the ownership of the equipment.
· Rental costs required for use of the including Analyser-associated IT equipment, personal computers and / or printers and ancillary equipment.
· Software Data Manager and Interface costs to the CA Laboratory Information System. Any software upgrades must be included with no additional costs for the duration of the contract period.
· Maintenance costs with a minimum of a 2 year warranty must be provided. Extended warranties can be offered and will be accounted for in the cost analysis. A fixed Comprehensive maintenance package must be offered for the contract duration period. Fixed annual cost(s) must include comprehensive maintenance including as part of the comprehensive service contract.
· Labour costs including spare parts
· Fixed annual costs shall include unlimited emergency visits
· Sample processor repairs
· Computer repair services
· Engineering upgrades 
· Software maintenance and any required upgrade including security updates.
· IT connectivity and IT support services
· Product safety updates 
· Reagent and consumable costs based on volumes currently in use for automated coagulation (taking into account the CA data provided).  


10.7.1 General Instructions
Tenderers are responsible for devising their final financial proposals and should bear in mind the CA’s requirement to have certainty in relation to annual expenditure on coagulation analysers and diagnostic services and to achieve cost savings. The CA has set out its usage 2015 in 003 Compulsory Price Schedule for the Provision of a Coagulation Analytical Platform. This should assist Tenderers in compiling their final financial proposals. 

The tender, if awarded will be awarded on the basis of the Most Economically Advantageous Tender Overall. 
All costs quoted must be all-inclusive, be expressed in Euro only and exclusive of VAT. Currency variations occurring the term of the Contract shall be borne by the Tenderer. The cost shall include all packaging, delivery, carriage, insurance and waste and surplus removal and destruction charges. No additional charges shall be payable by the CA. Additional costs other than those in the 003 Compulsory Price Schedule and Product Specifications(s) for the Provision of a Coagulation Analytical Platform  must be explicit. 
 
Cost(s) will be calculated by multiplying the unit price by the projected volume. Projected volume is depending on demand levels.  The lowest cost will then be given a Cost Mark of 300. Other costs will then be given a mark using the formula below.

Number of points to be awarded = the lowest valid Ultimate Cost divided by the Ultimate Cost in question and multiplied by the maximum score achievable. 

This tender document does not represent a commitment to enter into any contract. The CA does not bind itself to accept the lowest or any Tender and will not pay any compensation whatsoever in connection therewith. It reserves the right to reject in whole or in part any or all Tenders received.  

The assessment of the Most Economically Advantageous Tender Overall will be made on the basis of the Criteria and Weightings set out in Table 2 - Award Criteria and Weightings
 



	 
	General Instructions
Number of points to be awarded = the lowest valid Ultimate Cost divided by the Ultimate Cost in question and multiplied by the maximum score achievable. 

[bookmark: _BPDCD_147]This tender document does not represent a commitment to enter into any contract.  The CA does not bind itself to accept the lowest cost  or any Tender and will not pay any compensation whatsoever in connection therewith. It reserves the right to reject in whole or in part any or all Tenders received.  

The assessment of the Most Economically Advantageous Tender Overall will be made on the basis of the Criteria and Weightings set out in Table 2 - Award Criteria and Weightings
 




B 	QUALITY CRITERIA: (70%)


QUALITY CRITERIA: (70%)
The CA will have regard to the final award Criteria and Weightings outlined in Table 2 and point 11.0 Technical Specification for Coagulation Analysers in reviewing tender proposals set out in the ITT herein.  

Technical, Functional and Clinical Merit will include, but is not limited to, assessment of the sections entitled Analyser Specification, Test Analysis, Reagents, Quality Control/Assurance, Calibration and Data.

After Sales and Technical Assistance will include, but is not limited to, assessment of the sections entitled Service and Support, Training, Maintenance, Safety and Waste and Installation.

Additional Minimum Requirements for Award

In order for the tender submission to be evaluated for possible award of contract the submission must achieve the following minimum score based on the award criteria outlined above.  

Overall – 70% of available marks of award criteria excluding cost (See Table 2)

The Hospital does not bind itself to accept the lowest bid of any Tender and will not pay any compensation whatsoever in connection therewith.  It reserves the right to reject in whole or in part any or all Tenders received.




	     	     


	     	     


A site visit will be made available to SJH personnel to attend on-site to an existing user in a hospital-based for independent performance review of the coagulation technology and patient testing workflows
	22
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[bookmark: _Toc405302561][bookmark: _Toc452366106]11.0	TECHNICAL SPECIFICATION FOR COAGULATION ANALYSERS 
[bookmark: _Toc405302562][bookmark: _Toc452366107][bookmark: _Toc452367807][bookmark: _Toc452367881]	11.1	Introductory information
The laboratory is seeking to install an analytical platform within the Centre for Laboratory Medicine and Molecular Pathology at SJH, specifically the National Coagulation Laboratory (NCL) and the Routine Coagulation Laboratory. The Routine Coagulation Laboratory analyses samples for coagulation screens, PT/INR, fibrinogen and D-Dimer levels; whereas the laboratory at the NCL provides the testing service for the diagnosis and monitoring of patients with inherited and acquired bleeding and thrombotic disorders. Work is allocated across both laboratories according to the test repertoire and patient groups. This proposal should take into account the provision of laboratory services in both laboratories and the required number of analysers for each site including the requirement for an on-site back up for all services in each area.
	11.2 Technical Response for Evaluation
Questions identified as mandatory should be adequately addressed by the tenderer. The technical specification evaluation will only be scored when all mandatory requirements have been adequately addressed.  
Each question not identified as mandatory will state the allocated points in an adjoining column.  The breakdown of scoring will be as follows:				
All questions will be scored including descriptive questions, with the exception of those identified as for information purposes only.	
In descriptive questions, the described process provided by each proposer will be evaluated and scored using the clinical and scientific expertise of the Coagulation Procurement Group together with evidence obtained on site visit where appropriate			
· [bookmark: _Hlk235617664]Meets standard exactly as specified (90-100% of the marks available)
· Meets the standard well but not exactly (70-80% of the marks available)
· Meets the standard in most aspects, fails in some (50-60% of the marks available)
· Fails the standard, in most aspects (30-40% of the marks available)
· Significantly fails to meet standard (10-20% of the marks available)









	Routine and National Coagulation Laboratory Specification

	See also section 11.1 for Introductory information and 11.2 for technical response including marking information. As described, each question not identified as mandatory will state the allocated points in an adjoining column.

	[bookmark: _Hlk234410279]1.0 GENERAL OVERVIEW:  
	Question Number/ Classification
	Marks (Total 10)
	
TENDERER RESPONSE

Reference details/documents as appropriate


	The current configuration consists of;

The instrumentation in the National Coagulation Laboratory is as follows;

2 x ACL TOP 550 (Routine Testing- Blood Sciences area)
3 x ACL TOP 750 (Specialised Testing-National Coagulation Laboratory)

FOOTPRINT: The Routine Coagulation area within the Blood Sciences Laboratory has 1.1m x 3.5m available floor space. The National Coagulation Laboratory has 1.1m x 5.3m available floor space currently.

SJH require comprehensive details of the proposed analyser platforms capable of managing the workload and test repertoire as described in Appendix C.

Give details of the total footprint of the analyser including any ancillary hardware i.e., printers, PC, Barcode scanner. Costing for all additional hardware and IT connectivity (including interfaces and software options) should be included in the tender submission.

See Appendix C (Cost template) for workload activity for 2025.

SJH require a detailed implementation plan to be delivered by the supplier to describe the delivery of the proposal while existing services are maintained with no interruption to patient testing timelines. This proposal should take into account the above specification to manage the current workload as provided in Appendix C and also include a projected increase in workload of 10% over the life time of the tender. 

Consideration needs to be given by the tenderer if multiple analyser(s) are required to handle future predicted workload increases and to handle contingency breakdowns/failures/maintenance requirements.

	1
	4
	

	The tendered equipment and all of its constituent parts, i.e., hardware, software, reagent, QC and calibrator materials must be currently CE marked for all of the tests listed in Appendix C.

	MANDATORY
	Pass/Fail
	

	The system should be capable of operating over a range of laboratory temperatures (15-25oC). Tenderers should state the acceptable room temperature range for the equipment and should list any analytes that are affected by temperature changes and provide details. If any analyte is affected by changes in temperature the supplier should bear the incremental cost of referred or alternative analysis.

	2
	2
	

	The analysers must be protected from operational failure as a result of power failure. A back-up uninterrupted power supply (UPS) must be provided for ALL the analysers in the event of a power failure.  State the maximum time that power back-up can be provided.

	MANDATORY
	Pass/Fail
	

	The tendered equipment must comply with relevant regulations for electrical, biological, noise and mechanical safety legislation. All electrical, drainage and water requirements must be detailed in the tender requirements.

The disposal of contaminated waste is required to comply with current and proposed EU regulations.

	MANDATORY
	Pass/Fail
	

	The tendered equipment must be accompanied by a Reference manual, operators guide and appropriate product inserts, for all listed tests

	MANDATORY
	Pass/Fail
	

	Tenderers should state the estimated volume of daily water usage/ requirement per instrument (daily requirement). If these daily water requirements exceed the capacity of our current system, please provide details on how the supplier will ensure the water provision.
Currently our water provision is for reagent reconstitution only.

	3
	2
	

	Suppliers must be accredited to ISO:9001. Certificate to be provided.

	MANDATORY
	Pass/Fail
	

	The tenderer should provide details on how the analyser will be supplied e.g., free standing instrument or supplied with a dedicated movable bench with storage space to accommodate hardware and consumables

	4
	2
	

	2.0 ANALYSER REQUIREMENTS
	Question Number/ Classification
	Marks (Total 36)
	TENDERER RESPONSE

Reference details/documents as appropriate


	The analysers must have the capacity to measure endpoints by the following measuring systems i.e., (1) clotting, (2) chromogenic and (3) immunoturbidimetric


	Mandatory
	Pass/Fail
	

	There must be the capability to measure endpoint as a direct measurement and also as a calculated measurement.
Please provide examples.


	Mandatory
	Pass/Fail
	

	The analysers must have the capacity to analyse different types of sample tubes including primary collection tubes and plasma samples stored in cryovials (e.g., SARSTEDT Micro tube REF 72.609.001) in an open mode (no caps) 
Primary and cryovial samples must be handled in the same manner and not require a separate analysis mode. Describe how this is achieved. Please provide reference sites and examples to validate functionality 


	Mandatory
	Pass/Fail
	

	Sample barcode reading must be at point of loading. 

The analyser must have positive sample identification prior to analysis and it must not be possible to edit the sample ID post analysis.


	Mandatory
	Pass/Fail
	

	State the type of barcode set up required for sample labels and if more than one barcode symbology can be used on the analyser.
 
	1
	2
	

	The analysers should have true random access allowing continuous loading and unloading of samples via a closed vial system with a sample piercing mechanism. 


	2
	6
	 

	Analysis should always commence automatically on presentation of sample racks


	3
	6
	 
	

	· All proposed analysers must have a validated system for assessment of pre-analytical coagulation variables. These variables should include sample: anticoagulant ratio (underfilled), haemolysis, icterus, lipaemia (HIL) and clogs. 

· The analyser must generate HIL flags specific to each test when the acceptable limits specified in the corresponding product insert/ IFU have been breached, i.e., there must be test specific flags generated when acceptable levels are breached at the specific limits for that test detailed in the package insert/ IFUs. 

· The HIL interference limits given in the package insert or IFU must be validated to a recognised standard such as CLSI guidelines. 

· It must be possible to adjust the HIL settings locally if necessary  

Provide evidence for each of the above, with examples including appropriate IFU.

	Mandatory
	Pass/Fail
	

	· Describe how HIL levels are determined taking the points detailed above into consideration.
	4
	8 (2 marks per point)
	

	The system should have a mechanism for direct detection of clogs/ clots and not be reliant on non-specific flags. A physical mechanism at the point of aspiration is preferred with the ability to prevent additional wastage of sample, consumables and reagents.
Provide evidence of same.
	5
	5
	

	STAT (urgent) samples must be prioritised and processed ahead of routine tests on board the analyser. 

It must be possible to prioritise any sample from any on-board sample position within the sample area as STAT based on current practice to avoid delay in analysis of critical samples.
 
Provide details of the STAT procedure for the proposed analysers.

	Mandatory
	Pass/Fail
	

	State if an alarm is activated on the analyser in the following scenarios:

	

6
	
9 (1 mark per point)
	 
 
 
 
 
 
 
 
 
 

	· Hardware error
	
	
	

	· Connection error with LIS (Lab information system)
	
	
	

	· QC failure
	
	
	

	· Unregistered material (Reagent/IQC/ Calibrator) loaded on the analyser
	
	
	

	· Low levels of Reagent / Consumables placed
	
	
	

	· Reagent / Consumables insufficient for further analysis
	
	
	

	· Reagent stability close to expiry date
	
	
	

	· Reagent stability past expiry date
· Incorrect placement of reagents

	
	
	

	The analyser should have an on-board help function


	
	
	

	
3.0 CALIBRATION REQUIREMENTS
	Question Number/ Classification
	Marks (Total 100)
	TENDERER RESPONSE

Reference details/documents as appropriate


	Local calibration for all assays must be possible to allow local correction and adjustment and aid troubleshooting where QC issues arise.
Please provide evidence of same.

	Mandatory
	Pass/Fail
	

	Give details of the traceability of the calibration plasma to international standards for all tests listed in Appendix C (Cost template)


	1
	4
	

	State the measuring range for all tests requiring calibration.

For all tests requiring calibration, state how the measuring range, quoted by the manufacturer for that test is established either based on one or more than one calibration curve. 
	2
	4
	

	Where the measuring range for a test is established based on the combination of more than one calibration curve (as in the measurement of reduced levels of a coagulation factor), the analyser should reflex to the appropriate curve automatically without the need to re-present the sample.
 
Provide evidence for your response; both for primary samples and cryovials/ microtubes.

	3
	15
	






	Where an additional calibration curve is required, describe the calibration procedure in detail.
	4
	10
	

	· Calibration curves should be displayed for the current and a minimum of two historical curves within the calibration curve area on the analyser. 

· It should be possible to view each raw data replicate and %CV of the replicates for each dilution alongside the graphical display within the calibration area on the analyser.

· There should be inbuilt criteria for rejection of the curve as appropriate such that a rejected curve cannot be validated for patient testing. Describe these criteria.

Give documented evidence for all of these points using FVIII:C assay as an example of a non-routine test.

	5
	27 (9 per item)
	

	It should be possible to omit a raw data point from statistical calculations without deleting it from the calibration curve display i.e., the omitted point should remain visible on the calibration chart displayed on the analyser.

It should not be possible to edit/ overwrite a raw data point on the calibration curve.

Provide evidence for your response.
	6
	20 (10 per item)

	

	It should be possible to select and revalidate an historic calibration curve previously validated for patient testing

	7
	10
	

	Patient testing should not proceed when there is no validated calibration curve available for the reagent on board the analyser.

	8
	10
	

	4.0 QUALITY CONTROL (IQC) / QUALITY ASSURANCE REQUIREMENTS
	Question Number/ Classification
	Marks (Total 110)
	TENDERER RESPONSE

Reference details/documents as appropriate


	Give details of traceability of IQC material at normal and clinically relevant levels for routine tests (PT/ APTT/ Fibrinogen/ D Dimer), Factor Assays and Thrombophilia tests

	1
	7
	 

	There should be a minimum of six months availability of a specific lot number of routine coagulation control material for PT, APTT, Fibrinogen and D Dimer. Give details of the frequency of lot number changes for normal and abnormal control material. 

	2
	7
	

	QC files must allow on board storage and display of at least three lot numbers e.g., in use and previously in use.

QC files and graphs must be able to support long term storage and display over multiple months. 

	Mandatory
	Pass/Fail
	 

	It should be possible to assess the IQC in both numerical and graphical format simultaneously on the analyser IQC display screen. This should display multiple points to facilitate tracking and trending. 

The analyser IQC display should have single continuous IQC chart with a numerical table on the same screen for each IQC material.

	3
	18 (9 per item)
	

	There should be full traceability of any change to IQC parameters including but not limited to target changes, IQC lot number changes and related reagent lot number changes. All of these parameters should be visible in a single continuous IQC chart on the analyser per IQC material e.g., normal or abnormal control material. This is to facilitate tracking and trending and setting of local target and imprecision values.
Give details of this with examples.
	4
	15
	

	It should be possible to set a user definable target value and imprecision limits for IQC results within the manufacturer range quoted for the test

	5
	7
	

	It should be possible to analyse specific IQC material on demand and to set user definable rules for frequency of analysis e.g., time lapse, number of samples analysed, reagent vial change and at user defined specific times.

	6
	7
	

	It should be possible to set a user defined rule whereby there is automatic cessation of testing where there is an IQC failure
Give details including an example with the steps involved.

	7
	15
	

	It should be possible to omit a data point from statistical calculations without permanently deleting it from the IQC data file i.e., the omitted point should remain visible on the IQC chart displayed on the analyser. Provide evidence for your response.

	8
	15
	

	It should be possible to enter a comment on any IQC data point to facilitate audit

	9
	5
	

	It should be possible to download and transfer IQC data for off line storage and analysis (for example as an Excel file) across the laboratory network or by use of a USB key or similar transfer device. Provide details of this process.

	10
	7
	

	Patient samples and IQC material must be aspirated using the same sample probe.
Provide documented evidence for this.

	Mandatory
	 Pass/Fail
	

	IQC must be tested at the same wavelength as patient samples. 
Provide documented evidence for this.

	Mandatory
	 Pass/Fail
	

	It should be possible to set up a third party IQC material locally for use on the analyser. Describe the steps involved in the registration of a third party IQC material for use on the analyser


	11
	7
	

	5.0 REAGENT REQUIREMENTS
	Question Number/ Classification
	Marks (Total 64)
	TENDERER RESPONSE

Reference details/documents as appropriate


	All reagents must comply with relevant regulations regarding shipping, labelling and information on hazardous substances. IFU and MSDS sheets must be available.

	Mandatory
	Pass/Fail
	

	There must be a controlled mechanism for monitoring transport of reagents to the laboratory to ensure reagent quality is not compromised during delivery


	Mandatory
	Pass/Fail
	 

	Tenderers must indicate the recommended storage requirements for reagents and the temperature range for storage. Please provide an impact assessment on breaches of storage ranges during transport. (15 – 25 degrees)

	Mandatory
	Pass/Fail
	

	The PT reagent offered must be insensitive to daptomycin. Please provide IFU for evidence.

	Mandatory
	Pass/Fail
	

	The PT reagent offered must be insensitive to therapeutic levels of heparin. Please provide IFU for evidence.

	Mandatory
	Pass/Fail
	

	The APTT reagent offered must be sensitive to therapeutic levels of unfractionated heparin. Please provide IFU for evidence.

	Mandatory
	Pass/Fail
	

	The APTT reagent offered must be sensitive to Lupus Anticoagulant, this is a clinical requirement for SJH as a tertiary referral centre. Please provide IFU for evidence.

	Mandatory
	Pass/Fail
	

	The PT/ APTT reagents should be sensitive to factor levels of 0.30 IU/ml at a minimum but should not be prolonged for normal levels of coagulation factors. 
Define the levels of coagulation factors at which the PT/ APTT is prolonged for the proposed analyser/ reagent solution. Give details.

	1
	10
	

	Give details of the sensitivity of reagents for PT, APTT and fibrinogen to the presence of Direct Oral Anticoagulants (DOACs)

	2
	2
	

	There should be a minimum of one year availability of a specific lot number of routine coagulation reagents (PT, APTT and Fibrinogen). Give details of the frequency of lot number changes for each reagent type. 


	3
	5
	 

	It should be possible to register an alternate lot number of reagent on the analyser to facilitate evaluation of a new lot number of reagent prior to use. It should not be possible to transmit patient results from an alternate lot number until it is activated for use.  Provide evidence for your response.


	4
	10
	 

	The analyser should be able to perform testing for new lots of reagents alongside previous lots and present data to compare on screen in an exportable format.

	5
	5
	

	There should be an automated statistical software/ data manager available that allows statistical analysis, comparison between different lot numbers of reagents to eliminate the need for manual transcription. 

	6
	5
	

	All reagents included in the proposed tender should have reagent specific information (reagent, lot number, expiry date, vial size and stability) stored on a barcode label on the reagent vial.

The tendered equipment should have a system that minimises the risk of introducing the incorrect reagent into the incorrect position onto the analyser by the operator, e.g., the reagent barcode should be scanned on to the analyser at the initial point of loading and again on any subsequent replenishment for full tracking. 

Reagent volume tracking should be via real-time liquid level sensing.  

Provide details of this process with evidence.


	7
	9 (3 per point)
	.

	For each of the on-board reagents, the analyser software should display;
· Volume of reagent in the vial
· Number of tests available for reagent
· Number of MDA (multiple dilution analysis/ parallelism) tests available for reagent
· Number of calibration runs available for reagent
· Number of IQC analysis available for reagent
Provide evidence for this.


	8
	10 (2 per point)
	 

	
Give details of the on-board stability and dead volume of reagent used for the routine tests; PT APTT Fibrinogen and D-Dimer.


	9
	4
	

	It should be possible for users to locally register a third-party reagent/ IQC material for use on the proposed analyser. Describe the steps involved in the registration of a third party reagent, Calibration material and IQC material for use on the analyser.



	10
	4
	

	6.0 ANALYTICAL PERFORMANCE: TOTAL 190 MARKS

	6.1 GENERAL TEST ANALYSIS REQUIREMENTS
	Question Number/ Classification
	Marks (Total 28)
	TENDERER RESPONSE

Reference details/documents as appropriate

	The following tests must be available and validated for use on the proposed analysers: PT, INR, APTT, Fibrinogen (Clauss and PT-Derived), D-Dimer, Thrombin Time, Factor II, V, VII, VIII (clotting and chromogenic), IX, X, XI, XII, XIII assays, VWF:Ag assay, Protein C, Antithrombin, Free Protein S antigen, Activated Protein C Resistance, Lupus Anticoagulant screen, Anti Factor Xa (Heparin, Rivaroxaban, Apixaban), and Dabigatran assays.   


	Mandatory
	Pass/Fail
	

	Describe in detail all performance characteristics of the tests listed with regard to imprecision, test range and linear/ reportable range 


	1
	6
	

	It should be possible for users to set up locally developed or third-party tests by duplication and modification of an existing test set up with the advice of the product specialist as needed. Provide details of this procedure for the proposed analyser solution.


	2
	6
	

	The analysers should allow the continuous loading of reagents whilst the system is running and not require the system to halt or pause. Please provide evidence for this.


	3
	7
	

	The time to completion should be visible for each sample on board the analyser

	4
	2
	

	Where a test is not feasible on the analyser due to limited/ absent reagents it should be possible to determine which reagent is limiting/ absent.  Describe how this is achieved on the proposed analyser.


	5
	7
	

	6.2 ROUTINE TEST ANALYSIS REQUIREMENTS
	Question Number/ Classification
	Marks (Total 106)
	TENDERER RESPONSE

Reference details/documents as appropriate


	State the throughput per hour for the following tests:
	1
	5
	

	· PT/INR 
· Coagulation screen (PT/APTT) 

	
	
	

	Indicate how clot end-point stability is measured by the analyser
	2
	8
	

	Describe the procedure for access and interrogation of clot curves for PT and APTT. It should be possible to visualise the reaction or clot curves for all assays performed on the analyser including light absorption readings.

	3
	6
	

	Please describe the standard acquisition time for a PT and for an APTT.
	4
	2
	

	Where the standard PT/ APTT test fails because it is prolonged beyond the standard acquisition time, there should be an automatic reflex to give an extended time without the need to re-present the sample. Give details.

	5
	6
	

	It should be possible to request additional routine tests where a sample is already in progress on the analyser, for example, addition of a D Dimer or Fibrinogen test to a Coagulation Screen request without re-loading the sample. Provide evidence for your response.

	6
	6
	

	Describe the procedure to set up reflex testing algorithms such that the reflex test is automatically analysed e.g., derived fibrinogen reflexing to Clauss fibrinogen at reduced levels. 

This reflex test should not require re-loading of the sample to the analyser for both primary sample tubes and cryovials

	7
	7
	

	The D-Dimer assay should be regulatory approved for exclusion of Venous Thromboembolism for the analyser series and reagent combination proposed.  (20 marks)
The D Dimer assay provided should give 100% negative predictor value (NPV) for Venous Thromboembolism and Deep Vein thrombosis and Pulmonary Embolism proven for the offered assay on the proposed analyser platform. Describe what clinical validation process would be required prior to implementation. (40 marks)
Provide specific documentary evidence for the above to apply a relative scoring mechanism across all tenderers.
Certification of approval, negative predictive value (NPV) for exclusion and approval date should also be supplied.

	8
	60
	

	State the proposed Normal and Abnormal QC material open vial stability at 15 to 25 C on board the analyser for Routine tests (PT, APTT, Fibrinogen). 
Please supply IFU.

	9
	6
	

	6.3 SPECIALISED TEST ANALYSIS REQUIREMENTS
	Question Number/ Classification
	Marks (Total 56)
	TENDERER RESPONSE

Reference details/documents as appropriate


	The test range for clotting FVIII assays must have a lower limit of 0.005 IU/ml (0.5%) to definitively classify severe FVIII deficiencies.

	Mandatory
	Pass/Fail
	

	Factor assays must be measured using multi dilution analysis (MDA) without the need to re-load the sample for both primary tubes and cryovials. Provide evidence for your response. 


	Mandatory
	Pass/Fail
	

	Assessment of MDA for parallelism must include %CV as an objective assessment parameter for detection of inhibitors such as Lupus anticoagulant.

	Mandatory
	Pass/Fail
	

	The method for the detection of Lupus Anticoagulant must be in line with current international guidelines. Give details of the compliance of the test methodology with these guidelines


	Mandatory

	Pass/Fail
	

	There should be dedicated reagents for Lupus Anticoagulant testing incorporating two screens based on different assay principles, e.g., the dilute Russell Viper Venom Time (dRVVT) and the Silica Clotting Time (SCT). 
Describe the proposed solution for Lupus testing.

	1
	12
	

	There should be no significant change in reference intervals to those currently in use in the laboratory. SJH reserve the right to use their clinical judgement in assessment of significance.


	2
	12
	

	The analyser should have the capability to assay multiple tests simultaneously including a mixture of all test principles. Provide evidence for your response.


	3
	12
	

	It should be possible to request additional specialised tests where a sample is already in progress on the analyser, for example, a Factor IX assay to a Factor VIII assay without re-loading/ re-presenting the sample. Provide evidence for your response.


	4
	8
	

	It should be possible to measure factor assays with MDA/ parallelism from cryovial tubes. Provide evidence for your response using an FVIII as an example.


	5
	12
	

	
7.0 DATA/ IT REQUIREMENTS: Total 60 MARKS

	7.1 GENERAL
	Question Number/ Classification
	Marks (Total 30)
	TENDERER RESPONSE

Reference details/documents as appropriate


	The Tenderer must provide a solution that is capable of interfacing via appropriate middleware used in SJH (for example AMS) to the LIS used in SJH (currently Telepath and in the future MEDLIS). This solution must include the provision of servers and data software by the tenderer.
All costs of interphase and annual maintenance fee must be included in the pricing schedule. Please describe the proposed solutions.
The supplier must provide a dedicated implementation plan for end-to-end connectivity and data flow including any requests for support from the SJH IMS team and include clearly defined robust backup processes for both data backup and for system configuration backup.

	Mandatory
	Pass/Fail
	

	All systems must be HL7 compliant.
System must be capable of scanning current SJH 11-digit OCM number and the future 13 digit MedLIS OCM numbers.

	Mandatory
	Pass/Fail
	

	During IT downtime (SJH middleware & LIS), the analyser(s) must be able to be used as a standalone system) and allow tests to be requested, processed, resulted, reviewed and reported. 


	Mandatory
	Pass/Fail
	

	The tenderer should provide details on how the proposed solution can be used as a standalone system during IT downtime (middleware & LIS) and provide the following functions:
1. Registration of patient details
2. Analysis request
3. Application of the current LIS authorisation rules
4. Application of delta check rules
5. Printing of report
6. Transmission of results to the LIS once the downtime is over, the samples have been booked onto the LIS and the test requests are sent by LIS.
7. It should be possible to reload data which has been stored off the analyser with full functionality restored on reloading.
Please provide a full contingency plan for business continuity during a SJH downtime event LIS and/or middleware failure). 

	1
	14 (2 marks per point)
	

	There must be an alert on the analyser to notify the user of LIS/ middleware connection failure and it must be possible to upload test results retrospectively following LIS downtime


	Mandatory
	Pass/Fail
	

	The solution proposed must have a bi-directional interface i.e. Patient data and test requests must be capable of being downloaded into the analyser from the Laboratory Information System (LIS) and patient results must be uploaded to the LIS from the analyser both automatically and manually as required.
State the procedures used.

	Mandatory
	Pass/Fail
	

	[bookmark: _Hlk235620648]It must be possible to upload test results automatically from the analyser using user defined validation rules


	Mandatory
	Pass/Fail
	

	There should be individualised personal logins to the analyser software with user defined permissions to carry out specific functions.

There should be automatic user logouts following a defined time period without interruption to test analysis

	2
	2
	

	It should be possible to generate an audit report for test samples with electronic signatures to meet ISO standards. At a minimum this should include instrument changes, validity of IQC data and calibration, maintenance activities, analyser errors and alarms. 
Explain how this is achieved and provide example reports.


	3
	3
	

	Calibration activities should be tracked to a specific named individual user

	4
	2
	

	There should be a complete audit trail for each IQC analysis and calibration activity to include reagent lot number, date of analysis, error flags and operator identification. Include a printed example of an audit trail for IQC and calibration activity.


	5
	3
	

	Tenderers should define the storage capacity and backup for all data (Patient data, IQC data, Reagent data, Calibration data) for routine access. Please define archive storage procedures for this data. Users should be alerted with advance notice before it exceeds this limit. State minimum advance notice for users and the procedure used for storing data.

	6
	3
	

	It should be possible to upload and transfer test setup information for off line storage across the laboratory network or by use of a USB key or similar transfer device







	7
	3
	

	7.2 DATA MANAGEMENT
	Question Number/ Classification
	Marks (Total 30)
	TENDERER RESPONSE

Reference details/documents as appropriate


	The proposed solution should have the capability to support our quality management system by providing the following:
1. Centralised input for the IQC data (target and SD) for all analysers.
2. Comparison of the IQC results between different instruments to assess bias 
3. Comparison of IQC results obtained from different lot numbers of the same reagent 
4. Measurement of Uncertainty (MU) reports.”
5. Workload measurement (throughput activity)
6. Turnaround times (from sample loading to sample result)
7. Access to audit report

Please describe the proposed solution

	1
	14 (2 marks per point)
	

	The proposed solution should allow management of data to facilitate centralised authorisation of results by providing the following information for all test results; 
1. Reaction curve 
2. HIL flags and associated graphics
i.e., same graphics, flags and test result information available centrally and on the analyser

Please describe the proposed solution

	2
	6 (3 marks per point)
	

	Audit reports generated on the analyser should be automatically stored in the data manager.

	3
	4
	

	It should be possible to set the target mean and SD for each test centrally within the data manager such that the information is uploaded directly to all analysers. 





	4



	6
	

	8.0 AFTER SALES SERVICE AND SUPPORT INCLUDING MAINTENANCE & SAFETY REQUIREMENTS: 50 MARKS

	8.1 AFTER SALES SUPPORT & MAINTENANCE
	Question Number/ Classification
	Marks (Total 42)
	TENDERER RESPONSE

Reference details/documents as appropriate


	The supplier must keep a supply of all critical parts, reagents and consumables for the analyser for the duration of the contract plus three years

	Mandatory
	Pass/Fail
	

	
Tenderers should state the primary location of reagent stocks and instrument parts. The tenderer should be able to respond promptly to the laboratory’s urgent needs for reagents or equipment parts (required for repair). Please describe.

Tenderers should describe the key replaceable components for all platforms.  

	1
	3
	

	There should be a product specialist based in the Republic of Ireland with experience in product support for the customer for both routine and specialised haemostasis testing using the proposed analyser platform. Give details of the experience of the local product specialist as specified. 

	2
	3
	

	Give details of number of engineers specifically trained on the proposed coagulation analysers based within an hour travel time to SJH.


	3
	3
	

	Engineer response times must be defined. Follow up of the initial issue logged must be within 2 hours (email, phone, app). Provide details for the process of logging calls, priority levels and expected response times including IT queries.

	Mandatory
	Pass/Fail
	

	Describe the response and contingency planning where there is (1) a major analyser failure and (2) a critical reagent shortage event.


	4
	3
	

	Tenderers must detail what impact any new upgrades or software updates will have on the tendered equipment in advance and what downtime can be expected.

	Mandatory
	Pass/Fail
	



	Tenderers should describe the protocol for informing customers of national/international shortages and product alerts and re-calls of reagents, consumables and parts plus equipment and software modifications and upgrades. 

Any shortage of reagent & consumables should be provided by the successful tenderer. It is the Tenderers responsibility to ensure SJH has sufficient reagent in the event of a shortage so that the service can be maintained.

	5
	3
	

	State the period of time whereby support and spare parts delivery will be guaranteed for the proposed analysers


	6
	3
	

	Describe the mechanism for reporting an analyser fault for service and support 


	7
	3
	

	There must be a full maintenance service contract that covers cost of items that are replaced as part of the routine service.

	Mandatory
	Pass/Fail
	

	Give full details of the preventive maintenance contract including:
	8
	3 (1 mark per point)
	

	
	
	
	

	· Frequency, scheduling and duration of preventive maintenance visits
	
	
	

	· Work carried out during a routine preventive maintenance visit
	
	
	

	· Parts and work that is included or not included by the preventive maintenance contract


	
	
	

	The provision of a maintenance service contract following the period of warranty should include two pre-scheduled preventative maintenance (PM) visits /year. State the expected downtime during PM visits.
Detailed documentation following repairs and PM visits must be provided and reviewed by SJH personnel prior to returning equipment back to routine use, including current external calibration certificates traceable to national standards. Detailed documentation (engineer reports, results of PM runs etc) must detail all activities performed on site.

	9
	3
	

	The preventative maintenance must occur within a two-week period of the date that they were scheduled to occur. The tenderer must commit to this timeline.

	Mandatory
	Pass/Fail
	

	The Tenderers should define on-going analyser maintenance procedures. Give details of maintenance requirements of the analyser under the following headings, indicating the approximate time needed to perform tasks:
· Daily maintenance
· Weekly maintenance
· Monthly maintenance
· As needed maintenance
· UPS maintenance

Automatic scheduled maintenance procedures should be available and described in full.

	10
	5 (1 mark per point)
	

	Describe the complaint procedure in the supplier with regard to technical or support issues


	11
	2
	

	State the turnaround time for delivery of reagents following placement of an order by SJH


	12
	3
	

	Describe any conditions which would be applied where the user discontinues the ordering of a reagent due to difficulty with supply or quality either temporarily or permanently


	13
	3
	

	Tenderer should provide a list of current hospital users which SJH can contact independently of the Tenderer (minimum = 2 different users).

	14
	2
	

	8.2 SAFETY AND WASTE 
	Question Number/ Classification
	Marks (Total 8)
	TENDERER RESPONSE

Reference details/documents as appropriate


	All moving parts must be protected by alarmed covers and test analyses must be aborted when security is compromised


	Mandatory
	Pass/Fail
	

	There must be a secure waste system for analytical waste and consumable waste. Provide details

	Mandatory
	Pass/Fail
	

	The analyser must have a decontamination protocol available for applicable biological hazards. Provide details

	Mandatory
	Pass/Fail
	

	Describe any hazards associated with the analyser that may cause harm to the user and any preventive actions required to minimise risk of injury. Assistance should be available for performing risk assessments.


	1
	8
	

	9.0 TRAINING
	Question Number/ Classification
	Marks (Total 12)
	TENDERER RESPONSE

Reference details/documents as appropriate


	[bookmark: _Hlk235622197]The Tenderer must provide formal documented high-level administrator training free of charge for 5 senior scientific staff in the Coagulation Laboratory i.e., training for super users of the system to include troubleshooting etc. Training certificates to be provided. 



	Mandatory
	Pass/Fail
	

	The Tenderer must provide subsequent general training for the rest of the laboratory team operating the analyser. Training certificates to be provided.


	Mandatory
	Pass/Fail
	

	Describe in detail the basic and advanced training programmes. Training will take place at a mutually agreeable date and location and as close to and prior to analyser commissioning as possible. Training certificates to be provided


	1
	4
	

	Technical and scientific support should be available during the validation process. Detail level of support provided.

	2
	4
	

	The tenderer should give details of any user group meetings or relevant training courses available on an annual basis.  An opportunity to attend such meetings / courses should be made available to a minimum of two staff members free of charge.

	3
	4
	

	Full training / troubleshooting manuals must be supplied.



	Mandatory
	Pass/Fail
	

	10.0 INSTALLATION AND IMPLEMENTATION
	Question Number/ Classification
	Marks (Total 18)
	TENDERER RESPONSE

Reference details/documents as appropriate


	Give details of the duration of the warranty applied to the analysers. This must be for a minimum of one year at no charge following installation of the analysers. The warranty will commence following equipment commissioning and validation and no earlier than the first reportable test results


	Mandatory
	Pass/Fail
	

	State any conditions applied to the warranty including any exceptions to equipment parts, hardware or software.


	1
	2
	

	State the lead in time for provision of analysers



	2
	2
	 

	Give details of the requirements for installation of the analyser platform. The analysers should be installed, in a location defined by SJH, by an engineer and on an agreed date. Details of installation requirements should be provided as follows:
	3
	4
	

	• Space, weight and floor loading requirements of each item including minimum space requirements for safe operation
	
	
	

	• Drainage, water and electrical supply and temperature requirements 
	
	
	

	• Overall area required to include access for maintenance and repair
	
	
	

	• Any other ancillary recommended equipment not included in tender should also be listed
	
	
	

	• Complete spare parts and recommended spare parts list to be provided


	
	
	

	Documentation required at installation should include the following and should be in the English language
	4
	6 (0.5 points each) 
	

	• Operator/Equipment manual
	
	
	

	• Technical specification documentation
	
	
	

	• Maintenance instructions
	
	
	

	• Installation qualification documentation
	
	
	

	• Basic troubleshooting
	
	
	

	• Statement of warranty
	
	
	

	• EN Electrical Safety Certification
	
	
	

	• Factory Acceptance Testing
	
	
	

	• Calibration Documentation
	
	
	

	• Warranty period details
	
	
	

	• Certificates of accreditation for manufacturers QMS
	
	
	

	• Waste Analysis


	
	
	

	The IQ process and OQ process should be performed by the supplier in accordance with requirements for accreditation to ISO 15189:2022 standard. Records of same should be provided to the user, the duration of IQ and OQ will be agreed between supplier and SJH.


	5
	2
	

	A full set of ISO15189:2022 compliant standard operating procedures for each test and operator activity on the analyser should be provided
	6
	2
	




	11.0 SUSTAINABILITY
	Question Number/ Classification
	Marks (Total 50)
	TENDERER RESPONSE

Reference details/documents as appropriate


	Tenderers should provide details and describe their approach to Environmental Management. Specifically, tenderers should set out their Environmental Management Strategy addressing:
actions to minimize the Tenderer’s carbon footprint and emissions.

	1
	15
	

	Please provide data on the total energy consumption of the proposed equipment during-
Standard operation.
Standby modes.
Are there any energy saving or automatic sleep modes-built in.

	2
	20
	

	Tenderers should outline any specific initiatives in progress or planned; and, provide details of progress in reducing their company’s environmental impact.

	3
	15
	

	END
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AWARD CRITERIA AND WEIGHTINGS  

  PERCENTAGE  MAXIMUM SCORE  ACHIEVABLE  MIMIMUM SCORE  REQUIRED  

WEIGHTED CRITERIA  

REF  SELECTION CRITERIA  %  MAXIMUM SCORE  ACHIEVABLE  MIMIMUM SCORE  REQUIRED  

A  Ultimate Cost  30  300  N/A  

B  Quality Assessment  70  700  420  

1.0  General Overview  1. 0  10  6  

2.0  Analyser Requirements  3. 6  3 6  21.6  

3.0  Calibration Requirements  10  100  60  

4.0  Quality Control (IQC) / Quality  Assurance Requirements  11  110  66  

5.0  Reagent Requirements   6 . 4  6 4  3 8.4  

6.0  Analytical Performance  19  190  114  

7.0  Data/ IT Requirements  6  6 0  36  

8.0  After Sales Service and Support  including Maintenance and  Safety  Requirements  5.0  50  30  

9.0  Training  1 .2  1 2  7.2  

10.0  Installation  1.8  18  10.8  

11.0  Sustainability  5  50  30  

   TOTAL  100  1000   
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