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Mr Pat Sullivan 
Procurement Manager
Procurement Unit
Finance Department
Third Floor, Hospital 1
St. James’s Hospital
James’s Street
Dublin 8


  
DATE  20th October 2026

RE: Invitation to tender  for the  provision of Lymphoma Clonality Testing Reagents and Associated Controls for  the Cancer Molecular Diagnostics   Department within St James’s Hospital Dublin  
   

[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. 

SJH 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 University Teaching Hospital in the Republic of Ireland.  The Hospital is a major acute care, teaching and Research Centre. Its academic partner is the University of Dublin, Trinity College. 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.  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 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

[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 Lymphoma Clonality Testing Reagents and Associated Controls 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  successful Tenderer will be chosen on the basis of the application of the selection and award criteria that will be set out herein.

Steering Group

	Core Team 

	Dr Cathal O Brien     
	Chief Clinical Scientist- CMD

	Dr Lesley Ann Sutton 
	Principal Clinical Scientist CMD

	Dr Clare Crean
	Senior Clinical Scientist CMD

	Mr Pat Sullivan
	Procurement Manager

	Ms Erika Cosgrove 
	Management Accounts 




As a result of this process the CA intends to appoint one Provider who will provide and support reagents and associated equipment for a Lymphoma Clonality Testing Reagents and Associated Controls  for the Cancer Molecular Diagnostics Laboratory at St James’s Hospital. 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 for provision of Lymphoma Clonality Testing Reagents and Associated Controls for  the Cancer Molecular Diagnostics   Department within St James’s Hospital Dublin    
· 002 Tender Response Document for the provision of Lymphoma Clonality Testing Reagents and Associated Controls for  the Cancer Molecular Diagnostics   Department within St James’s Hospital Dublin     
· 003 Compulsory Pricing Schedule   

 
[bookmark: _BPDCD_25]It is imperative that you complete page 3 (Confirmation of Invitation to Tender) and return by email to  pfsullivan@stjames.ie 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 Lymphoma Clonality Testing Reagents and Associated Controls for  the Cancer Molecular Diagnostics   Department within St James’s Hospital Dublin       

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:
	Date
	19th November 2026

	Time
	12.00hrs




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 addressed to Mr. Pat Sullivan Procurement Officer.

	
Yours Sincerely
 

______________
Pat Sullivan
Procurement Officer





1 Acknowledgement and Confirmation of Communication Protocol

	
	

	
	



Tender Title 

Tender for the  provision of Lymphoma Clonality Testing Reagents and Associated Controls for  the Cancer Molecular Diagnostics   Department within St James’s Hospital Dublin          
 
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]
[bookmark: _Toc459388542]1.0 INTRODUCTION
[bookmark: _BPDCD_53]This Invitation to Tender (ITT) has been prepared for the purpose of  identifying  a Tenderer who will  provide Lymphoma Clonality Testing Reagents and Associated Controls for  the Cancer Molecular Diagnostics   Department within St James’s Hospital Dublin, including  associated consummables and maintenance programme  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. 

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.

This procurement process is being undertaken by the Next Gen Sequencing Platform  Procurement Steering Group (herein known as the Steering Group) who has been tasked by the CA with overseeing the tender process, in line with the award criteria as stated herein.

[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.  


[bookmark: _Toc445187410][bookmark: _Toc452366097][bookmark: _Toc459388543]2.0 PURPOSE
This ITT constitutes a tender process where the CA invites you to submit a proposal for the Tender for the Provision of molecular analysers and  reagents. 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.

The Tendering process will identify a Preferred Tenderer for the provision of Lymphoma Clonality Testing Reagents and Associated Controls for the Cancer Molecular Diagnostics Department within St James’s Hospital Dublin   
[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 Cancer Molecular Diagnostics  

[bookmark: OLE_LINK3][bookmark: OLE_LINK4]The Cancer Molecular Diagnostics laboratory provides a range of molecular diagnostic tests for the diagnosis and management of haematological and solid malignancy. Currently this testing is divided among standard PCR, real-time PCR and Next Generation Sequencing (NGS) based diagnostics. While the laboratory is developing NGS based testing methodologies it is also seeking to secure access to reagents and consumables to continue to provide legacy clonality testing using capillary electrophoresis.

Workload over the past three years:

	Assay
	2023
	2024
	2025

	B cell clonality
	382
	410
	367

	T cell clonality
	461
	475
	442

	t(11;14)
	42
	57
	27

	t(14;18)
	140
	98
	89




Expected workload over the next 3 years*

	Test Volume / Year
	Year 1
	Year 2
	Year 3

	B cell clonality
	400
	400
	400

	T cell clonality
	450
	450
	450

	t(11;14)
	40
	40
	40

	t(14;18)
	100
	100
	100



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




[bookmark: _BPDCI_68]CANCER MOLECULAR DIAGNOSTICS PROCUREMENT STEERING GROUP (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.

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

[bookmark: _BPDCI_72][bookmark: _BPDCD_73]HOSPITAL or SJH means St James’s Hospital, Dublin 8

[bookmark: _BPDCI_75]MOST ECONOMICALLY ADVANTAGEOUS TENDER OVERALL means the tender receiving the highest overall score, and which has not otherwise been excluded pursuant to the rules, criteria and requirements herein.

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 for cancer molecular diagnostics are service orientated driven by Hospital demand. 

[bookmark: _BPDCD_78]This Contract will comprise 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 2026 are based in units and are outlined in 003 Compulsory Price Schedule 

[bookmark: _Toc445187414][bookmark: _Toc452366101]
[bookmark: _Toc459388547]6.0 CONTRACT DURATION
[bookmark: _Toc445187415][bookmark: _Toc452366102]The Initial Term means the period commencing on the Commencement Date and ending 3 years (36 months) after that date. SJH has the option (in its sole discretion), to extend the duration of this contract for a further 2 periods of 12  months each. 
[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 demmed  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
	19th November 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
	12th November 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 for provision of Lymphoma Clonality Testing Reagents and Associated Controls for  the Cancer Molecular Diagnostics   Department within St James’s Hospital Dublin  
•	002 Tender Response Document for the provision of Lymphoma Clonality Testing Reagents and Associated Controls for  the Cancer Molecular Diagnostics   Department within St James’s Hospital Dublin      
•	003 Compulsory Pricing Schedule   
	





[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]	7.15 Evaluation Process
The CA is utilising the open procedure (OJEU ). This is a one stage process whereby;
[bookmark: _BPDCD_95]The CA invites Tenderer(s) to outline their proposal(s) for the provision of a provision of Lymphoma Clonality Testing Reagents and Associated Controls for  the Cancer Molecular Diagnostics   Department within 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. European safety and CE markings
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.

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, however in the current state of emergency as a result of the worldwide coronavirus pandemic the CA will not exercise this option unless it is absolutely necessary.. 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 84 months or 7 years with the option to extend for 2  additional periods of 12 months each.  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
	20th October 2026

	Deadline for Receipt of tender clarifications 
	12th November 2026

	Deadline for Receipt of Tenders  
	19th November 2026

	[bookmark: _BPDCD_126]Evaluation of Tenders
	26th November 2026 

	Tender Clarification(s) and Questionnaire(s)
	3rd Decemnber 2026

	Contract award decision and issuing of letters to Successful and Unsuccessful Tenderer(s)
	08th December 2026

	Standstill period 14 Days
	22th December 2026

	[bookmark: _BPDCD_127]Issue Contract Terms and Conditions of Supply to Successful Tenderer Designate
	05th January 2027



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 for provision of Lymphoma Clonality Testing Reagents and Associated Controls for  the Cancer Molecular Diagnostics   Department within St James’s Hospital Dublin  
•	002 Tender Response Document for the provision of Lymphoma Clonality Testing Reagents and Associated Controls for  the Cancer Molecular Diagnostics   Department within St James’s Hospital Dublin      
•	003 Compulsory Pricing Schedule   


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 turnover of €250, 000 per annum over the past three years. Tenderers are required to complete Section 2.0 and Schedule 2 a) in 002 Tender Response Document for the provision of Lymphoma Clonality Testing Reagents and Associated Controls for  the Cancer Molecular Diagnostics 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
	The sequencer must be capable of performing all primary data analysis from raw data through to the generation of FASTQ files and must have the ability to make these files available for upload to a designated server or download from a secure cloud service using a secure and encrypted transport protocol. 

(i) Environmental Management
[bookmark: _BPDCD_134]	The analyser must comply with relevant requirements for electrical, biological, noise and 	mechanical 	safety legislation. Tenderers must include certificates of compliance with regulations. 

	The analyser must be capable of operating in normal laboratory environmental conditions. 
[bookmark: _BPDCD_135][bookmark: _BPDCI_136]	Any adjustment to laboratory power supply must be included in tender proposal.
Tenderers must demonstrate satisfactory environmental management and waste disposal policies and procedures in 


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 and diagnosis care centres where the specific reagents and/or products are currently in use in Ireland, the UK or European Union for a period of no less than 24 months. Equipment and reagents must have a proven track record with strong clinical evidence and independent data associated with diagnostic testing for lymphoid malignancy. 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 Lymphoma Clonality Testing Reagents and Associated Controls for  the Cancer Molecular Diagnostics  Department within St James’s Hospital Dublin  

[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 analyser platform 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 15189:2012 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.

●CE MARK EU / FDA STANDARDS: 
[bookmark: _BPDCI_139][bookmark: _BPDCI_140]The proposed system and all of its constituent parts including reagents must comply with current international directives, for example EU CE mark. The manufacturing facility used for the manufacturing of the tendered product must be accredited to ISO 9001 13485 17664 or other similar independently accredited certificate of quality standards. Tenderer(s) must provide data / evidence in this regard.  This standard specifies requirements for a quality management system where an organization 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 

CRITERIA: ULTIMATE COST (40%)
The CA will have regard to the Award Criteria and Weightings outlined in Table 2 in reviewing tender proposals set out in the ITT herein.
Unless otherwise stated in the Tender Documents a fixed price contract is required. The tender compulsory price schedule must be set out over a 7 year period. 
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 40%. 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.

Costs are to be submitted in the Format of  003 Compulsory Pricing Schedule  

The Hospital is seeking one financial option (i) – Pricing per kit/reagent to include all required reagents and support

The name, manufacturer , product code and full description of the reagents offered must be inserted into 003 Compulsory Pricing Schedule 

	The costs of all reagents and consumables proposed   

	Reagent and consumable costs based on volumes indicated below 


[image: ]

	The Contractor must make available to the Hospital any new reagent formulations for these assays during the term of the contract and any extension periods if applicable.
  

[bookmark: _BPDCI_141]
   

QUALITY CRITERIA: (60%)

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. 

Thereafter, the Tenderer submitting the Most Economically Advantageous Tender Overall in terms of the following award criteria, rules and weightings will be identified as the Successful Tenderer Designate and will be awarded the Contract subject to the approval of the Steering Group.


The CA will have regard to the Award Criteria and Weightings outlined in Table 2 and section 11.0  Technical Specification for of the  provision  provision of a Lymphoma Clonality Testing Reagents and Associated Controls for the Cancer Molecular Diagnostics Laboratory within St James’s Hospital Dublin  in reviewing tender proposals set out in the ITT herein.  

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.

In order for the tender submission to be evaluated for possible award of contract the submission must achieve the following minimum scores based on the award criteria outlined above.  
Overall – 60% of available marks for each award criterion excluding cost (See table 2)

The CA will have regard to the award criteria and proposed weightings below in reviewing proposals.  The weightings for the award criteria have been set out in Table 2  below.



Table 2 – Award Criteria and Weightings

	AWARD CRITERIA AND WEIGHTINGS:
LOT A CLONALITY REAGENTS AND CONSUMABLES

	
	
	PERCENTAGE
	TOTAL MARKS PER SECTION
	MINIMUM MARKS REQUIRED (60%)

	WEIGHTED CRITERIA

	REF
	SELECTION CRITERIA
	
	TOTAL MARKS PER SECTION
	MINIMUM MARKS REQUIRED (60%)

	A
	Ultimate Cost
	40%
	200
	N/A

	
	
	
	
	

	B
	Quality Assessment
	60%
	
	

	
	1.0 Test Detail (11Q)
	
	100
	50

	
	2.0 Test Validation Requirements (4Q)
	
	40
	20

	
	3.0 Test Operation (2Q)
	
	20
	10

	
	4.0 Analysis Reagents (6Q)
	
	30
	15

	
	5.0 Support and Training (3Q)
	
	30
	15

	
	6.0 Quality Control (3Q)
	
	30
	15

	
	7.0 Health and Safety (2Q)
	
	10
	5

	
	8.0 Data / Information Technology (1Q)
	
	10
	5

	
	9.0 Sustainability (3Q)
	
	30
	15

	
	
	
	300
	60%

	
	
	
	
	

	 
	TOTAL (A+B)
	100%
	
	










 


	
	



	
	



	
	1
	






	30
	




[bookmark: _Toc405302561][bookmark: _Toc452366106][bookmark: _Toc459388583]11.0	TECHNICAL SPECIFICATION FOR  THE PROVISION OF LYMPHOMA CLONALITY TESTING REAGENTS AND ASSOCIATED CONTROLS

11.1 Introductory Information
[bookmark: _Toc464483351][bookmark: _Toc24717629]The CMD laboratory currently provides a molecular diagnostic service as an aid to the diagnosis of lymphoid malignancy. The current tests offered are: 
· B-cell clonality testing
· T-cell clonality testing
· BCL2::IGH t(14;18)
· CCND1::IGH t(11;14)
The CMD laboratory currently utilises:
· Invivoscribe LymphoTrack / IdentiClone assays
· Capillary electrophoresis-based analysis (Applied Biosystems 3500XL)
· Existing laboratory automation (Hamilton Robotics)
The CMD laboratory  is seeking to secure supply of reagents to support delivery of this testing with a view to migration to NGS based methodology over time. This competition is for the supply of capillary electrophoresis methodology reagents and associated consumables only. 




























	11.2 Technical Response for Evaluation
[bookmark: _BPDCD_152][bookmark: _BPDCD_153]Questions identified as mandatory must be adequately addressed by the Tenderer. The technical specification evaluation will only be scored when all mandatory requirements have been adequately addressed.  
[bookmark: _BPDCD_154]Each question not identified as mandatory will be scored out of a possible 10 points.  The breakdown of scoring will be as follows:				
[bookmark: _BPDCI_157][bookmark: _BPDCMT_159]All questions with the exception of those identified as for information purposes only will be scored including descriptive questions.
[bookmark: _BPDCD_160][bookmark: _BPDCI_161][bookmark: _BPDCD_162]In descriptive questions, the described process provided by each Tenderer will be evaluated and scored by the Steering Group using  its clinical and scientific expertise together with evidence obtained on site visit where appropriate			
The proposals will be scored using the following scale: 

-	 (9-10)	Excellent - Overall, the response is excellent and relevant. The response is comprehensive and demonstrates a thorough understanding of the criteria and provides details on how the criteria will be satisfied to a very high standard. Meets or Exceeds the minimum standard required. 
-	(7-8)	Very Good - Overall, the response is very good and relevant. The response demonstrates a very good understanding of the criteria and provides details on how the criteria will be satisfied to a high standard. 
-	(5-6)	Good - Overall, the response is good and relevant. The response demonstrates a good understanding of the criteria and provides details on how the criteria will be satisfied to a good standard. 
-	(3-4) 	Acceptable - Overall, the response is acceptable and relevant. The response demonstrates an acceptable understanding of the criteria and provides details on how the criteria will be satisfied to an adequate standard. 
-	(1-2)	Poor - Overall, the response is poor and only partially relevant. The response addresses the criteria in part but contains insufficient /limited detail or explanation to demonstrate how the criteria will be satisfied 
-	(0)	Unacceptable - Nil or inadequate response. The response fails to satisfy the criteria in very significant respects 



NB . In circumstances where a question has a maximum of  5 MARKS   the above protocol will apply  on a pro rata basis 























	
	QUESTION
	MARKS
AVAILABLE
	TENDERER RESPONSE

	1.0 TEST DETAIL
	
	
	

	1.1 Give a brief synopsis of the history of your company to demonstrate expertise in lymphoma molecular diagnostics.  

	For information only
	N/A
	

	1.2 The proposed solutions must be CE-IVD/IVDR compliant in whole or in part.  

	Mandatory
	Pass/Fail
	

	1.3 Assays must utilise BIOMED-2/EuroClonality primers or demonstrate equivalent clinical performance.

	Mandatory
	Pass/Fail
	

	1.4 Assays must allow analysis of IgH, Ig Kappa and Lambda rearrangements for B-cell clonality assessment and Beta, Gamma and Delta rearrangements for T-cell clonality assessment, t(11;14) and t(14;18)

	Mandatory
	Pass/Fail
	

	1.5 Assays must be suitable for analysis of nucleic acid extracted from FFPE, Fresh tissue, peripheral blood and bone marrow.  

	Mandatory
	Pass/Fail
	

	1.6 Assays must be suitable for analysis using the Applied Biosystems 3500XL and GeneMapper 6 analysis software. Where assays require a different software or hardware system these must be included free or charge for the duration of the contract. 

	Mandatory
	Pass/Fail
	

	1.7 Any software required as an aid to interpretation (not including Genemapper 6 as noted above) must be included free of charge. 

	Mandatory
	Pass/Fail
	

	1.8 It is expected that all reagent or software upgrades to the system, which become available during the lifetime of the contract are to be provided free of charge.  Address this in your tender proposal. 
	1.8
	10
	

	1.9 Vendors must include costing for the supply and delivery of all commercial reagents and controls required to complete analysis from nucleic acid extraction to reporting of the final result (costs for capillary electrophoresis do not need to be included in this submission). 

	Mandatory
	Pass/Fail
	

	1.10 The laboratory workflow for the proposed system must be simplified and straightforward. Outline the key features of the workflow assuming a standard weekly workload of 10 x B screens, 10 x T screens, 1 x t(11;14) assay and 1 x (14;18) assay. Outline the expected hands on time and overall time from sample to result. 
	
	60
	

	1.11 The analytical workflow for the proposed system must be simplified and straightforward. Outline the key features of the workflow assuming a throughput as at 1.10 above. 
	
	30
	

	
	
	100
	

	2.0 TEST VALIDATION REQUIREMENTS
	
	
	

	2.1 The supplier must have a nominated person assigned to manage, liaise and oversee the contract with St James’s Hospital and commissioning of the instrumentation.
	Mandatory
	Pass/Fail
	

	2.2 Provide evidence use of the proposed assays in similar-sized EU/UK hospitals with a similar workload. Any exemplar installations must be live for >24 months of clinical service delivery and must be available to discuss the installation if required. 
	2.2
	10
	

	2.3 Outline a proposed validation plan for the proposed solution and outline the required time input and costings. Where a specific solution is already in use in the CMD laboratory assume that no additional validation will be required. Where alternative reagents are proposed, the tenderer shall provide sufficient evidence and support to facilitate method verification and implementation within an ISO 15189 accredited diagnostic laboratory.

	2.3
	30
	

	2.4 Documentation required at installation must include the following and must be in the English language
· Step by step analysis guide
· SDS as required
	Mandatory
	Pass/Fail
	

	
	
	40
	

	3.0 TEST OPERATION

	
	
	

	3.1 Preparation procedures should be simple and should not take excessive time.  
	3.1
	5
	

	3.2 Post-assay cleanup procedures should be simple and should not take excessive time. 
	3.2
	5
	

	
	
	10
	

	4.0 ANALYSIS REAGENTS
	
	
	

	4.1 The proposed kits and reagents (or performance and price matched equivalents) specified in the tender must be available for the duration of the agreement. 
	Mandatory
	Pass/Fail
	

	4.2 The supplier should have a comprehensive system for troubleshooting of reagent issues and for issuing notifications and recalls where defective batches are identified. 
	4.2
	10
	

	4.3 State the lead time from the placing of an order to the delivery of sequencing reagents (<72 hours would be expected).  
	4.3
	10
	

	4.4. The supplier must have a system for replacement of defective reagents at no cost to the CA. 

	Mandatory
	Pass/Fail
	

	4.5 List any reagents required for analysis that are not supplied as part of the proposal. 
	4.4
	10
	

	4.6 The tendered must have a system for prior notification of any changes to reagents, software or analysis protocols. A minimum notice of 30 days is required for any change that can materially affect analysis. Tenderers must describe their current process for meeting this requirement. 
	4.6
	10
	

	
	
	40
	

	5.0 MAINTENANCE, SUPPORT  AND TRAINING
	
	
	

	5.1 Please state methods available for SJH to contact technical support. It is expected that trouble shooting online or by telephone shall be available within a typical working day. Outline the level of support available for the proposed system. 
 
	5.3
	20
	

	5.2 Suppliers should provide comprehensive training (on an initial basis and also on an on-going basis if required) in relation to operation of the analyser. State the training package to be supplied with the sequencer. 

	5.4
	10
	

	5.3 Full training and troubleshooting documentation must be supplied or made available to the laboratory. 
	Mandatory
	Pass / Fail
	

	
	
	30
	

	6.0 QUALITY CONTROL
	
	
	

	6.1 The proposed solution must include controls sufficient to allow operators to confidently ensure that reagents are fit for purpose and that samples are of sufficient quality for analysis.

	6.5
	20
	

	6.2 Replacement reagents and consumables must be made available, promptly and free of charge where sequencing runs fail to meet prescribed quality or output metrics. Please provide minimum acceptable performance for each available kit size below which replacement reagents are provided. 
	Mandatory
	Pass/Fail
	

	6.3 Outline the process for troubleshooting through to replacement of reagents and consumables where warranted. 
	6.5
	10
	

	
	
	30
	

	7.0 HEALTH AND SAFETY 
	
	
	

	7.1 The assays should be safe and easy to use.  Describe any physical, chemical or biological hazards associated with the reagents and detail features that are designed to minimise potential harm to the user.
	7.1
	10
	

	7.2 For all reagents the supplier must confirm compliance with relevant regulations regarding shipping, labelling and information on hazardous substances.

	Mandatory
	Pass/Fail
	

	
	
	10
	

	8.0 DATA / INFORMATION TECHNOLOGY

	
	
	

	8.1 Any software additional to GeneMapper 6 must be suitable for installation on a secure hospital network. 
 
	8.2
	10
	

	
	
	
	

	9.0 SUSTAINABILITY
	
	
	

	Tenderers are required to describe  their approach to Environmental Management and sustainability. Specifically, tenderers should set out their Environmental Management Strategy addressing:
Actions to minimize the carbon footprint and emissions 
Tenderers should outline any specific initiatives in progress and planned; and, provide details of progress in reducing their environmental impact

	9.1
	10
	

	Provide a breakdown of the volume of chemical, non recyclable and recyclable waste expected for a model work week. 

	9.2
	10
	

	Detail the cold storage requirements for two months worth of reagents based on the recommended workflow and the average throughput as per the workload forecast. 

	9.3
	10
	

	
	
	30
	

	END

	
	300
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[bookmark: _Toc452366116]APPENDIX 1
GS1 Compliance Verification St James’s Hospital

Global Standards for Patient Safety
Note: This applies to Medical Device products that are supplied to SJH. This information will not affect the tender scoring however completion of this section is mandatory.

[bookmark: _BPDCD_358]St James’s Hospital recognises the benefits and endorses the adoption of GS1 coding for Medical Device across the health care sector. The Hospital is committed to the adoption of GS1 standards within its own organization. As part of St James’s Hospital strategy for adoption of GS1 Standards, we would like to understand Suppliers awareness and compliance to GS1 with the objective of increased patient safety, traceability and efficiencies in the area of procurement.

1. Are you aware of GS1 Standards (formerly EAN)?     

2. Does your organization have a GS1 GTIN (Global Trade Item Number) license?      

3. Does your product packaging contain a GS1 barcode label encoded with the GS1 unique product identifier known as the GTIN?
	
a. Individual product (e.g., each, bag or bottle, etc) 

b. Inner pack (where packaging applicable, e.g., shrink wrap of 6 units); 
	
c. Product Shipper or Outer package (e.g., carton, box, etc) 

4. Does your organisation have a GS1 GLN (Global Location Number) licence?        

5. Does your organisation currently track product batch and expiry information (variable data) in the barcode?   

Background
GS1 is the world’s leading supply and demand chain standards organisation dedicated to the development and implementation of global standards to improve the efficiency and visibility of supply chains internationally and across sectors. Key benefits for healthcare include (see McKinsey report ‘Strength in Unity’);
· Increased Patient Safety
· Full track & traceability of all medical devices and medication
· Effective and efficient recall
· Increased supply chain efficiency and visibility
· Improved relationships with Suppliers
· Cost savings for all involved

The GS1 System of Standards is a key enabler to support Irish healthcare to improve patient safety whilst achieving traceability, efficiencies and greater effectiveness in the delivery of ‘patient-centered care’.

The benefits of using GS1 Standards have already been proven in Ireland through the success of the HSE National Surgical Instrument Track and Trace solution and the National Haemophilia Track and Trace solution. Both solutions prove that the GS1 Standards significantly enhance patient safety, traceability and accuracy across the healthcare pathway. The Haemophilia solution is now globally accepted as an exemplar supply chain model in terms of Supply Chain efficiency and patient safety, through certainty of product identification and effective and efficient product recall.

For more information on GS1 Standards please go to www.gs1ie.org
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END
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Consumables , Reagents  

B screen clonality (assume 400 samples per annum for IgH, IgK, IgL)

T screen clonality (assume 450 samples per annum for TCDB,TCRG, 

TCRD)

t(11;14) (40 sampler per annum)

t(14;18) (100 samples per annum)

Other costs not listed above
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