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Invitation to Tender

1. Introduction

1.1. NHS Blood and Transplant (the "Authority") is issuing this invitation to tender (ITT) in connection with the competitive procurement of Cord Blood Collection Systems.  This document contains important information about the Procurement Process and the Contract that the Authority intends to award.

1.2. Set out below is an index which explains the structure of the documentation being issued as part of this ITT and how it is being made available to Tenderers through the eSourcing Portal:
ITT_1037 Qualification Envelope

· Invitation to Tender (attachment), including:

· Introduction
· Background to the Project
· Instructions for submission of Tender Responses

· Glossary
· Details of the Process (Annex 1)
· Procurement Timetable (Annex 2)
· Tender Conditions (Annex 3)
· Evaluation Model (Annex 4)

· Organisational Information

· Grounds for Mandatory Exclusion

· Grounds for Discretionary Exclusion

· Financial and Economic Information

· Self-Certification: Insurance

· Self-Certification: Compliance with Equality legislation

· Self-Certification: Environmental Management

· Self-Certification: Health and Safety

· Business Continuity Risk Assessment (Bronze)
· Contract Terms and Conditions

· Offer Schedule

· Form of Offer

· Confidential and/ or Commercially Sensitive Information
· Authority Tender Feedback questionnaire

ITT_1037 Technical Envelope
· Specification (attachment)

· Product Design: 1. General

· Product Design: 2. Capacity

· Product Design: 3. Needles

· Product Design: 4. Tubes

· Product Design: 5. Supplier Labels

· Product Design: 6. Over-wrap Packaging

· Product Design: 7. Instructions for Use

· Service Support: 8. Customer Service

· Service Support: 9. Complaint/ Defect Handling

· Service Support: 10. Delivery

· Service Support: 11. Notification of Change

· Service Support: 12. Contingency Stock

· Service Support: 13. Training

· Service Support: 14. Quality/ Regulatory

· Service Support: 15. GMP audits and Business Continuity assessments

· Service Support: 16. Contract Management

· Service Support: 17. Sustainability

· Annex A: Authority Warehouse Locations

· Annex B: Key Performance Indicators (KPIs)

· Non-Compliance Information
1.3. This Procurement is:

a. Being conducted under the Regulations in accordance with the Process set out in Annex 1. 
b. Subject to the key dates in the Procurement Timetable set out in Annex 2;

c. Subject to the Tender Conditions set out at Annex 3; and 

d. Being evaluated in accordance with the Evaluation Methodology set out at Annex 4.

1.4. For any queries regarding this Procurement, please contact: Daniel Kirkbride (NHSBT Supplier Relationship Manager) using the inbuilt messaging facility of the eSourcing Portal.
2. Background to the Project
2.1. The NHS Cord Blood Bank collects cord blood at six NHS hospitals; and is the fourth largest internationally accredited cord blood bank in the world, with the second highest percentage of rare tissue types. 

2.2. Cord blood is collected Ex Utero from the umbilical cord following delivery of a baby and taken to a regulated area, where the cord blood is collected into a purpose designed bag (i.e. a Cord Blood Collection System).  Once a successful collection is completed the cord blood unit is stored in a temperature controlled environment until it is transported to the Authority’s evaluation facility in Colindale and then the Authority’s processing facility at Filton.  Cord blood is rich in stem cells and once processed can be used to treat patients who are suffering from life threatening diseases, including malignancies, bone marrow failure, haemoglobinopathies, immunodeficiencies and metabolic disorders.

2.3. The extant contract for Cord Blood Collection Systems (Reference: NHSBT0229) commenced on 01 December 2012 and is due to expire on 30 November 2016.

2.4. The Authority’s volume forecast for the new Contract is 6,000 Cord Blood Collection Systems per annum but the Authority makes no guarantee as to the volume required on an annual basis or over the four (4) year Contract term.
2.5. On 13 June 2016, the Authority dispatched a contract notice for publication in the Official Journal of the European Union (OJEU) in respect of a Contract for Cord Blood Collection Systems. 
3. Instructions for submission of Tender Responses

3.1. All Tender Responses must be submitted through the eSourcing Portal by 1700 hours on 19 July 2016 (“Deadline”). The Authority reserves the right to extend the Deadline. Any extension granted will apply to all Tenderers. The Authority reserves the right to reject any Tender Response which is not received in full by the Deadline. 

3.2. Tenderers should ensure that they allow plenty of time to upload their Tender Response, particularly where there are large supporting documents.  If Tenderers have any problems with the eSourcing Portal, they should contact the helpdesk on +448003684850.

3.3. Where applicable the qualification envelope and technical envelope (available through the eSourcing Portal) contains template documentation for your Tender Response. Please save these templates as separate documents, then complete and upload a separate response to each of the sections in the relevant envelope on the eSourcing Portal (e.g. a completed ‘Form of Offer’ must be uploaded to the “Form of Offer” section of the qualification envelope).
3.4. The maximum file size for uploading documents is 50MB. NOTE: The Authority does not guarantee that you will able to upload files up to the maximum size, particularly at busy times. For this reason it is recommended that Tenderers should ensure files are well below the maximum stated and allow plenty of time to upload, so they have opportunity to resolve any technical difficulties before the Deadline.
3.5. The Authority currently uses Microsoft Windows 2003; all sections of the Tender Response must be provided in a Windows 2003 format (for Microsoft Excel, PowerPoint and Word) or an Adobe Reader version 7 format (for PDFs).

3.6. Where a word count limit is specified, Tenderers should state how many words their response contains. The Authority reserves the right not to consider any part of a response exceeding the word limit. NOTE: Words included within diagrams or other graphic representations will count towards the word limit.  

3.7. Where supporting documentation has been expressly requested by the Authority, it should be:

· Embedded within the section of the Tender Response in which it has been requested; or 

· Uploaded as an annex to the section of the Tender Response in which it has been requested, in which case the annex must be clearly labelled and cross-referred to in the main body of the relevant section of the Tender Response.

4. Glossary

	Term
	Definition

	Authority
	NHS Blood and Transplant 

	Consortium Members
	Where any Tenderers are proposing to bid as a consortium with other legal entities, the members of that consortium.

	Deadline
	The deadline for the submission of Tender Responses as set out in 3.1 of this ITT and in the Procurement Timetable.

	eSourcing Portal
	The Authority’s BravoSolution eSourcing portal at https://nhsbt.bravosolution.co.uk.

	Evaluation Methodology
	The methodology that will be used to evaluate Tender Responses as part of the Evaluation Model.

	Evaluation Model
	The model which the Authority will use to evaluate Tender Responses as set out in Annex 4 of this ITT.

	Evaluation Panel
	The panel of the Authority’s subject matter experts who will evaluate Tender Responses.

	Contract
	Means the agreement set out in the qualification envelope of this ITT to be entered into between the Authority and the successful Tenderer at the conclusion of the Procurement;

	Guarantor
	A group company, other Consortium Member or other third party, which guarantees the successful Tenderer’s performance under the Contract.

	Invitation to Tender (ITT)
	The document inviting Tender Responses in relation to the Requirements (i.e. this document).

	Material Sub-Contractor(s)
	Any contract between the Tenderer and any third party under which the third party will be sub-contracted to provide a business critical role in the provision of services or facilities for the Project.

	Offer Schedule
	The offer schedule to be submitted by the Tenderer as part of this Process in the form set out at in the qualification envelope on the eSourcing Portal.

	OJEU Contract Notice
	Means the advertisement for this Procurement issued in the Official Journal of the European Union (OJEU).

	Process
	The procurement process being followed for this Project as set out in Annex 1 of this ITT.

	Procurement

Timetable
	The outline timetable for the remainder of the Process as set out in Annex 2 of this ITT.

	Procurement
	Means this procurement process used to establish a Contract for the provision of the goods and/ or services;

	Project
	The project for Cord Blood Collection Systems.

	Regulations
	The Public Contract Regulations 2015.

	Requirements
	The Authority’s requirements, as set out in the Specification.

	Specification
	The Authority’s specification as attached in the technical envelope on the eSourcing Portal.

	Tender Conditions
	The conditions set out in this ITT, including those set out in Annex 3.

	Tender Response
	A tender to meet the Requirements and which complies with the provisions set out in this ITT and any other provisions notified to the Tenderer by the Authority in writing as part of the Process.

	Tenderer
	Any potential supplier taking part in this Process with the view that it will submit a Tender Response.


Annex 1: Process

1. Overview

1.1. This Procurement is being conducted under the “Open Procedure” in accordance with the Regulations. This ITT is the Authority’s invitation to Tenderers to submit a Tender Response. The Authority’s Requirements are set out in the Specification and its contracting and commercial approach is set out in this ITT.

2. Open Procedure

2.1. In accordance with the Regulations, the Authority has adopted the following Process: 

i. The Specification against which Tenderers are invited to submit Tender Responses has been determined at the absolute discretion of the Authority and is as set out in this ITT;  

ii. Once the Authority has issued this ITT, Tenderers have the opportunity to clarify any aspect of the ITT in accordance with sections 2.1 and 2.2 of the Tender Conditions set out in Annex 3. However, there will be no contract negotiations, as such negotiations are not permitted under the Open Procedure;

iii. No modifications to Tender Responses will be allowed following the ‘Deadline for the submission of Tender Responses’.  However, the Authority may (but shall not be obliged to) clarify aspects of Tender Responses and/ or to clarify aspects of the winning Tender Response and confirm the Tenderer’s commitments as part of concluding the Contract with the winning Tenderer;

iv. Following the evaluation of Tender Responses by the Authority in accordance with the Evaluation Methodology set out at Annex 4 (Evaluation Model) and the completion of any necessary Authority approvals processes, all Tenderers will be notified of the outcome of the evaluation;

v. At notification of an award under the ITT, there will follow a standstill period of at least ten (10) days before the Contract is concluded with the successful Tenderer; 

vi. Until all necessary internal approvals are obtained by the Authority, the Contract will not be entered into and, as set out at section 10.1 of the Tender Conditions in Annex 3, the Authority is not bound in any way to enter into any Contract with any Tenderer including, but not limited to, the successful Tenderer; 

vii. The terms of this ITT describe the anticipated Process, however in accordance with section 10.1 of the Tender Conditions in Annex 3, the Authority reserves the right to terminate, amend or vary the Process by notice to all Tenderers in writing.

Annex 2: Procurement Timetable

1. Overview

1.1. Set out below is the proposed Procurement Timetable; this is intended as a guide and whilst the Authority does not intend to depart from the timetable it reserves the right to do so. The Authority accepts no liability should dates change.

	Action
	Date

	Issue OJEU Tender
	13 June 2016

	Deadline for Tenderer clarifications
	08 July 2016

	Deadline for the submission of Tender Responses
	19 July 2016

	Validation Start Date
	05 September 2016

	Validation Outcome Report
	05 October 2016

	Contract Award Recommendation Approval
	01 November 2016

	Notification of Award to Tenderers
	03 November 2016

	OJEU Standstill Period End Date
	14 November 2016

	Contract Start Date
	01 December 2016


Based on version 4.0 of the timetable dated 13 June 2016.
Annex 3: Tender Conditions

1. Application of these Tender Conditions

1.1. In participating in this Process and/ or by submitting a Tender Response it will be implied that you accept and will be bound by all the provisions of this ITT, including, without limitation, these Tender Conditions and the particular conditions as set out in Annex 1 (Process). 

1.2. Your Tender Response should be on the basis of and strictly in accordance with the ITT. 

1.3. Your Tender Response is submitted on the basis that you consent to:

i. The Authority carrying out all necessary actions to verify the information that you have provided;  and

ii. The analysis of your Tender Response being undertaken by one or more third parties commissioned by the Authority for such purposes. 

2. Clarification requests

2.1. All clarification requests relating to this Process must be received by the Authority by the ‘Deadline for Tenderer clarifications’ set out in the Procurement Timetable. The Authority is under no obligation to respond to clarification requests received after the deadline. Any clarification requests should clearly reference the appropriate section or paragraph in the documentation and, to the extent possible, should be aggregated rather than sent individually.

2.2. The Authority reserves the right to issue any clarification request made by you, and the response, to all Tenderers unless you expressly require it to be kept confidential at the time the request is made. If the Authority considers the contents of the request not to be confidential, it will inform you and you will have the opportunity to withdraw the query prior to the Authority responding to all Tenderers.

2.3. The Authority may at any time request further information from Tenderers to verify or clarify any aspects of their Tender Response or other information they may have provided. Should you not provide supplementary information or clarifications to the Authority by any deadline notified to you, you may be disqualified.

2.4. For the avoidance of doubt, the Authority will not be obliged to seek clarification and reserves the right to reject a Tender Response which is incomplete, ambiguous or which is not capable of evaluation.  Tenderers should therefore take care to ensure that their Tender Response is complete, unambiguous and capable of evaluation without further clarification.

3. Information provided to Tenderers

3.1. You are responsible for analysing and reviewing all information provided as part of this Process and for forming your own opinions and seeking advice on the proposed goods and/ or services to be provided including the Requirements. You should notify the Authority promptly of any perceived ambiguity, inconsistency or omission in this ITT and/ or any of its associated documents and/ or any information provided to you as part of the Process.

3.2. Information that is supplied to Tenderers as part of the Process is supplied in good faith. The information contained in the ITT and the supporting documents and in any related written or oral communication is believed to be correct at the time of issue but the Authority will not accept any liability for its accuracy, adequacy or completeness and no warranty is given as such. This exclusion does not extend to any fraudulent misrepresentation made by or on behalf of the Authority.

3.3. All information supplied to you by the Authority, including this ITT and all other documents relating to this Process, either in writing or orally, must be treated in confidence and not disclosed to any third party (save to your professional advisers, Consortium Members and/ or Material Sub-Contractors strictly for the purposes only of helping you to participate in this Process and/ or prepare your Tender Response) unless the information is already in the public domain.

3.4. You shall not disclose, copy or reproduce any of the information supplied to you as part of this Process other than wholly for the purpose of submitting the Tender Response.

3.5. All information supplied to you by the Authority, either in writing or orally, must not be used for any purpose other than for the purpose of submitting the Tender Response.  

3.6. There must be no publicity by you regarding the Procurement or the future award of any Contract unless the Authority has given express written consent to the relevant communication. 

3.7. This ITT and its accompanying documents shall remain the property of the Authority and must be destroyed or returned on demand. 

4. Amendments to the ITT

4.1. At any time prior to the Deadline, the Authority may amend the ITT. Any such amendment shall be issued to all Tenderers, and if appropriate to ensure Tenderers have reasonable time in which to take such amendment into account, the Deadline shall, at the discretion of the Authority, be extended. 

5. Offer documentation and submission

5.1. The goods and/ or services offered should be on the basis of and strictly in accordance with the ITT (including, without limitation, the Specification, these Tender Conditions and the Contract terms and conditions in the form issued with this ITT (eSourcing Portal Reference: ITT_1037) and all other documents and any clarifications or updates issued by the Authority as part of this Process.

5.2. Tender Responses must comprise the relevant documents specified by the Authority in this ITT or otherwise, as notified to the Tenderer as part of the Process, completed in all areas and in the format as detailed by the Authority in sections 5.1 to 5.5 (inclusive) of this Annex 3.  Tender Responses may be evaluated in separate sections by different members of the Evaluation Panel corresponding to the Evaluation Panel members’ area of expertise. Tenderers must therefore ensure that each answer within their Tender Response is full and complete and can be assessed on a standalone basis, even where this means repeating material in another part of the Tender Response. Cross referencing between answers in a Tender Response should not be used.

5.3. The “Form of Offer” issued with this ITT must be signed by an authorised signatory: in the case of a partnership, by a partner for and on behalf of the firm; in the case of a limited company, by an officer duly authorised, the designation of the officer being stated. 

5.4. You may modify your Tender Response prior to the Deadline by giving written notice to the Authority. Any modification should be clear and submitted as a complete new Tender Response document in accordance with sections 5.1 to 5.5 (inclusive) of this Annex 3. 

5.5. Any documents requested by the Authority must be completed in full. It is therefore important that you read the ITT carefully before completing your Tender Response. A Tender Response or any other document requested by the Authority may be rejected which:

i. contains gaps, omissions, misrepresentations, errors, uncompleted sections, or changes to the format of the Tender Response documentation provided;

ii. contains hand written amendments which have not been initialled by the authorised signatory;

iii. does not reflect and confirm full and unconditional compliance with all of the documents issued by the Authority forming part of the ITT; 

iv. contains any caveats or any other statements or assumptions qualifying the Tender Response that are not capable of evaluation in accordance with the Evaluation Model or requiring changes to any documents issued by the Authority in any way; 

v. is not submitted in a manner consistent with the provisions set out in this ITT; 

vi. fails to meet a “mandatory (i.e. MUST or MUST NOT) requirement”, as set out in the Specification;
vii. fails at any stage of the Evaluation Methodology; or

viii. is received after the Deadline.

6. Canvassing and collusive behaviour
6.1. Any attempt by you or your appointed advisers:

i. to inappropriately influence the Process; 

ii. to fix or set the price per System; 

iii. to enter into an arrangement with any other party that such party shall refrain from submitting a Tender Response; 

iv. to enter into any arrangement with any other party (other than another party that forms part of a consortium bid or is a proposed Material Sub-Contractor to the Tenderer) as to the amount of the Tender Response submitted; or 

v. to collude in any other way,

vi. will result in you being disqualified from the Process. 
6.2. Any:

i. direct or indirect bribery or canvassing by you or your appointed advisers in relation to this Process; or

ii. attempt to obtain information from any of the employees, agents or advisors of the Authority concerning this Process (other than as set out in these Tender Conditions) or another Tenderer or another Tender Response,

may result in disqualification at the discretion of the Authority. 
6.3. Any breach of these Tender Conditions may also result in disqualification at the discretion of the Authority. 

7. Conflict of interest

7.1. The Authority must avoid any conflicts of interest, as such the Authority reserves the right to disqualify a Tenderer where there is an actual or potential conflict of interest and/ or where the Tenderer fails to comply with these Tender Conditions. Tenderers are therefore advised to carefully review prior or current involvement of the Tenderer (including its Consortium Members and Material Sub-Contractors and each and any of their advisors) with:
i. the Authority (including its/ their directors, officers, employees, agents and advisors); 

ii. any consortium of which the Tenderer is part and which also includes another Tenderer (including its/ their directors, officers, employees, agents and advisors); or

iii. any sub-contracting arrangement to which the Tenderer is a party and which also includes another Tenderer (including its/ their directors, officers, employees, agents and advisors),

and to contact the Authority prior to submitting a Tender Response to discuss any actual or potential conflict they have identified and the measures the Tenderer has or proposes to put in place to address this.  Contact should be made with the Authority immediately upon identification of the actual or potential conflict of interest.  Failure to notify the Authority of a potential or actual conflict of interest or failure to address any conflict identified to the Authority’s satisfaction may result in your disqualification from the Process.

8. Tender Response validity

8.1. Your Tender Response must remain open for acceptance for a period of one hundred and sixty (160) days from the Deadline. 

9. Tender costs

9.1. You are responsible for obtaining all information necessary for preparation of the Tender Response and for all costs and expenses incurred in preparation of the Tender Response. Subject to section 17.1, you accept by your participation in this Process, including without limitation the submission of a Tender Response, that you will not be entitled to claim from the Authority any costs, expenses or liabilities that you may incur in tendering for this Procurement irrespective of whether or not your Tender Response is successful. 
10. Rights to cancel or vary the Process

10.1. By issuing this ITT, entering into the clarifications with Tenderers or by having any other form of communication with Tenderers, the Authority is not bound in any way to enter into any contractual or other arrangement with you or any other Tenderer. It is intended that the remainder of this Process will take place in accordance with the provisions of this ITT but the Authority reserves the right to terminate, amend or vary the Process by notice to all Tenderers in writing. Subject to section 17.1, the Authority will have no liability for any losses, costs or expenses caused to you as a result of such termination, amendment or variation. 

11. Key dates

11.1. Any dates notified as part of the Procurement Timetable or any other timescales relating to this Process can be varied by the Authority on notice to all Tenderers.

12. Information submitted by Tenderers: Freedom of Information Act, Environmental Information Regulations and Public Sector Transparency

12.1. The Authority reserves the right to disclose all documents relating to this Process, including without limitation your Tender Response, to any employee or third party involved in the Process. The Authority further reserves the right to publish the Contract once awarded in accordance with disclosure requirements as required by the public sector transparency policies (as referred to below).

12.2. The Freedom of Information Act 2000 (“FOIA”), the Environmental Information Regulations 2004 (“EIR”), and public sector transparency policies apply to the Authority (together the “Disclosure Obligations”).  

12.3. You should be aware of the Authority’s obligations and responsibilities under the Disclosure Obligations to disclose information held by the Authority. Information provided by you in connection with this Process, or with any Contract that may be awarded as a result of this exercise, may therefore have to be disclosed by the Authority under the Disclosure Obligations, unless the Authority decides that one of the statutory exemptions under the FOIA or the EIR applies. 

12.4. If you wish to designate information supplied as part of your Tender Response or otherwise in connection with this Process as confidential, using the template in the qualification envelope on the eSourcing Portal, you must provide clear and specific detail as to:
i. the precise elements which are considered confidential and/ or commercially sensitive;

ii. why you consider an exemption under the FOIA or EIR would apply; and 

iii. the estimated length of time during which the exemption will apply.  

12.5. The use of blanket protective markings of whole documents such as “commercial in confidence” (or an entire section of your Tender Response as “commercially sensitive”) will not be sufficient. By participating in this Process you agree that the Authority should not and will not be bound by any such markings.

12.6. In addition, marking any material as “confidential” or equivalent should not be taken to mean that the Authority accepts any duty of confidentiality by virtue of such marking. You accept that the decision as to which information will be disclosed is reserved to the Authority, notwithstanding any consultation with you or any designation of information as confidential you may have made. You agree, by participating further in this Process and/ or submitting your Tender Response, that all information is provided to the Authority on the basis that it may be disclosed under the Disclosure Obligations if the Authority considers that it is required to do so and/ or may be used by the Authority in accordance with the provisions of Annex 1.

13. Information Sharing

13.1. The Department of Health guidance on procurement transparency applies to this Process. Amongst other things this guidance requires the Authority to meet certain reporting/ publishing obligations in relation to supplier spend and in relation to the sharing of procurement expenditure data with the “Spend Analysis and Benchmarking Service”. By taking part in this Process, Tenderers consent to the Authority taking steps to comply with this guidance.

14. Disqualification from the Process

14.1. In the event that your Tender Response is rejected in accordance with section 5.5 above, or otherwise in accordance with the provisions of the ITT, you will be disqualified from this Process.  

14.2. You may also be disqualified from the Process in the event that there are any errors, omissions or material adverse changes relating to any information supplied at any stage in this Process or otherwise in accordance with sections 6.1, 6.2, 6.3 and 7.1.

14.3. Subject to section 17.1 below, by submitting a Tender Response, Tenderers accept that the Authority shall have no liability to a disqualified Tenderer in these circumstances.

15. Consortium Members and Material Sub-Contractors

15.1. It is your responsibility to ensure that any staff, Consortium Members, Material Sub-Contractors and advisers abide by these Tender Conditions. 

16. Contract monitoring

16.1. The Authority is committed to helping improve the efficiency of contracted suppliers through sharing information on performance measurements. The criteria for measuring performance and the contract management processes are included in the Specification and the Contract. 

16.2. The winning Tenderer accepts that its performance in relation to any Contract awarded in accordance with this Process may be shared with other contracting authorities (as defined in the Regulations).

16.3. The Department of Health guidance on procurement transparency applies to this Process. Amongst other things, this guidance requires the Authority to meet certain contract monitoring obligations. By taking part in this Process, Tenderers consent to the Authority taking steps to comply with this guidance.

17. Liability

17.1. Nothing in these Tender Conditions is intended to exclude or limit the liability of the Authority in relation to fraud or in other circumstances where the Authority’s liability may not be limited under any applicable law. 

18. English language

18.1. All documents and all correspondence relating to this Process must be written in British English including without limitation any documents submitted as part of a Tender Response.  Prices and any financial data must be submitted in or converted into pounds sterling (i.e. £GBP). 

Annex 4: Evaluation Model

1. Overview

1.1. The Authority intends to award the Contract to the Tenderer(s) whose Tender Response is the most economically advantageous judged on the basis of the Evaluation Model set out below.

2. Evaluation Panel
2.1. Tender Responses will be evaluated by the Evaluation Panel which is made up of Authority nominated subject matter experts.

2.2. The Evaluation Panel may meet (virtually or face-to-face) on one or more occasions for the purposes of reviewing and evaluating the Tender Responses and applying the evaluation process set out in this Evaluation Model.

2.3. Tender Responses may be evaluated in separate sections by different members of the Evaluation Panel corresponding to the Evaluation Panel members’ areas of expertise.  Tenderers must therefore ensure that each answer within their Tender Response is full and complete and can be assessed on a stand-alone basis even where this means repeating material in another part of the Tender Response;   cross-references between answers in a Tender Response should not be used.

3. Evaluation Methodology
3.1. The Authority will operate an eight stage evaluation process (summarised below).  Tender Responses must successfully pass each stage to move on to the next.
· Stage 1 (Compliance): Tender Responses will be checked to ensure that they have been completed correctly and all necessary information has been provided. Tender Responses correctly completed with all relevant information being provided will proceed to Stage 2.  Any Tender Response not correctly completed and/ or containing omissions may be rejected at this point.  Where a Tender Response is rejected at this point it will not be further evaluated and the Tenderer will be disqualified from the Process.

· Stage 2 (Grounds for Exclusion): All eligible Tenderers will then have their responses to the mandatory and discretionary grounds for exclusion sections of the eSourcing Portal qualification envelope reviewed (and evaluated if self-cleaning information has been submitted). This will be subject to a pass/ fail assessment applying the methodology set out in Annex A of this Evaluation Model to confirm that the Tenderer is deemed eligible to tender for the Requirements.  Tenderers deemed eligible will proceed to Stage 3.  Tenderers may be excluded from the Process at this point and the Tenderer will be disqualified from the Process and notified of this decision.
· Stage 3 (Financial and Economic Standing):  All eligible Tenderers will then have their responses (or Authority obtained CreditSafe report) to the financial and economic information section of the eSourcing Portal qualification envelope evaluated. This will be subject to a pass/ fail assessment applying the methodology set out in Annex A of this Evaluation Model.  Tender Responses which pass this assessment will proceed to Stage 4.  Any Tender Response which fails this assessment may be rejected at this point.  Where a Tender Response is rejected at this point it will not be further evaluated and the Tenderer will be disqualified from the Process and notified of this decision.
· Stage 4 (Self-certification):  All eligible Tenderers will then have their responses to the self-certification sections of the eSourcing Portal qualification envelope reviewed. This will be subject to a pass/ fail assessment applying the methodology set out in Annex B of this Evaluation Model.  Tender Responses which pass this assessment will proceed to Stage 5.  Any Tender Response which fails this assessment may be rejected at this point.  Where a Tender Response is rejected at this point it will not be further evaluated and the Tenderer will be disqualified from the Process and notified of this decision.
· Stage 5 (Technical): Tender Responses which pass Stage 4 will then be evaluated in accordance with the evaluation methodology set out in Annex C of this Evaluation Model.  A Tender Response which fails any aspect of the Specification may be rejected at this point.  Where a Tender Response is rejected at this point it will not be further evaluated and the Tenderer will be disqualified from the Process and notified of this decision.

· Stage 6 (Commercial): Tender Responses which pass Stage 5 will then be evaluated in accordance with the evaluation methodology set out in Annex D of this Evaluation Model.  A Tender Response which fails any aspect of this section may be rejected at this point.  Where a Tender Response is rejected at this point it will not be further evaluated and the Tenderer will be disqualified from the Tender process and notified of this decision.
· Stage 7 (Validation): Tender Responses that pass the criteria outlined at stages 1 to 6 (inclusive), will have their Systems evaluated in accordance with the validation protocols set out in Annex E of this Evaluation Model. These validation protocols outline the minimum acceptable quality and performance standards that the Authority will accept.  Systems which fail any aspect of this stage, or fail to replicate the Tender Responses given (when tested by the Authority) may be rejected at this point.  Where a Tender Response is rejected at this point it will not be further evaluated and the Tenderer will be disqualified from the Process and notified of this decision.
· Stage 8 (Final Evaluation and Award): Tender Responses that pass Stage 7 will then be ranked in accordance with the evaluation methodology set out in Annex F of this Evaluation Model and only the Tenderer ranked first will be awarded a Contract.
NOTE: Although these stages are set out above in numerical order there may be occasions where the stages run in parallel with each other. 

4. Moderation
4.1. The evaluation of Tender Responses by Evaluation Panel members may be subject to a moderation process performed by specific individuals, whose main responsibilities will include:

· Resolving any issues in the assessment of Tender Responses;

· Ensuring that the Evaluation Model has been correctly applied; and
· Agreeing the final outcome of the evaluation process.
Annex A: Evaluation Methodology for Stages, 2 and 3

	Section
	Question
	Evaluation Criteria

	Grounds for Exclusion
	Mandatory
	Tenderer’s will be excluded from the Process if any of the mandatory grounds for rejection apply:

· Evidence of convictions (if the Tenderer answers ‘Yes’ and/ or the Authority has other external evidence) relating to organised crime, corruption, fraud, money laundering, or

· Has been the subject of a binding legal decision which found a breach of legal obligations to pay tax or social security obligations (except where disproportionate e.g. only minor amounts involved) 

· and the Tenderer has failed to provide sufficient evidence of remedial action having taken place subsequently. (see section on ‘Self-cleaning’ below).

	Grounds for Exclusion
	Discretionary
	The Authority is entitled to exclude Tenderer’s from the Process if any of the discretionary grounds for exclusion apply. The Authority will consider all the relevant circumstances, and may at its discretion allow the Tenderer to proceed (see section on ‘Self-cleaning’ below).

	Financial and Economic Information
	Financial Viability
	The Authority will analyse the financial standing of the Tenderer (and any Guarantor), using a report obtained from Creditsafe or where a Creditsafe report is not obtainable or is materially short of information on the Tenderers accounts, will be based on the assessment of statutory accounts requested by the Authority; to determine whether the Tenderer (or proposed Guarantor) has the necessary financial standing to deliver under the Contract to meet the Authority’s Requirements.  

This assessment will include appropriate consideration of the following factors:

· Financial stability:  Whether the Tenderer (or Guarantor) can demonstrate a stable trading position, typically a consistent profit, for the last three (3) financial years (or the number of years trading if less than three (3) years);

· Liquidity and cash position:  Whether the Tenderer (or Guarantor) can demonstrate a low risk liquidity and cash position, typically showing a current ratio value of >1, over the last three (3) financial years (or number of years of trading if less than three (3) years);

· Contract value:  That the indicative Contract value does not form a disproportionate proportion of the Tenderer’s (or Guarantor’s) business; and

· Other Financial ratios:  Whether any of the other financial ratios applicable to the Tenderer (or Guarantor) as calculated by Creditsafe, raise any concerns as to the financial stability or standing of the Tenderer (or Guarantor).

Where, based on this combined analysis, the Authority identifies a concern which the Authority considers poses a material risk to the Tenderer’s ability to deliver under the Contract to meet the Requirements, and which is not addressed by the provision of any offered guarantee from a parent or group company or other entity whose financial standing does not pose a similar material risk, the Authority reserves the right to reject the Tender and exclude the Tenderer from further participation in the Process.


Self-Cleaning
If a Tenderer provides sufficient evidence that remedial action has taken place subsequently and “self-cleans”, by paying necessary compensation, collaborating with investigations, and/ or taking concrete technical, organisational and personnel steps to prevent recurrence of the offence or misdeeds, the Authority can use its discretion as to whether the Tenderer may proceed, provided the Tenderer can demonstrate remedial action to the satisfaction of the Authority. NOTE:

· In the absence of satisfactory self-cleaning, exclusion must nevertheless end five (5) years from conviction for mandatory exclusion, and three (3) years after the cause, for discretionary exclusion.

· Mandatory exclusion for non-payment of tax or social security must end when the Tenderer has paid or enters a binding agreement to pay, and can also be waived at the Authority’s discretion if the amounts are only “minor” or the Tenderer hasn’t yet had a chance to finally pay or agree to pay.

· Self-cleaning is not applicable to discretionary exclusion grounds which are procurement specific and which do not arise from Tenderer misdeeds (e.g. conflict of interest and distortion of competition from prior involvement). Discretionary exclusion arising from the Tenderer’s financial position should be ended when the financial issues are satisfactorily resolved; full self-cleaning is not relevant unless other grounds for exclusion are also engaged.

For the avoidance of doubt, grounds for exclusion can arise and apply at any point in the Process up to the ‘Contract Award Recommendation Approval’ date set out in the Procurement Timetable).

Annex B: Evaluation Methodology for Stage 4
For the following sections the Authority will allow Tenderer’s to self-certify that they can meet the specified requirements, as such a Tenderer will only be excluded if they cannot provide (post the ‘Contract Award Recommendation Approval’ date but prior to the ‘Contract Start Date’ set out in the Procurement Timetable) the requested evidence and/ or provide sufficient evidence of remedial action having taken place (see aforementioned section on ‘Self-cleaning’). The pass/ fail criteria (detailed below) apply at this later stage:
	Section
	Question
	PASS Criteria
	FAIL Criteria

	Self-Certification
	Insurance
	Tenderer and, if relevant, any Guarantor has all specified types of insurance cover for at least the minimum levels of indemnity specified or has demonstrated to the reasonable satisfaction of the Authority that the Tenderer (and any Guarantor) can either procure such cover prior to the Contract Start date or has sufficient resources to self-insure against the particular risk.
	Tenderer and any Guarantor does not have all specified types of insurance cover for at least the minimum levels of indemnity and has not demonstrated to the reasonable satisfaction of the Authority that the Tenderer and any Guarantor can procure such cover prior to the Contract Start date or has sufficient resources to self-insure against the particular risk.

	Self-Certification
	Compliance with equality legislation
	Tenderer (or any Consortium Member or Material Sub-Contractor) have not in the last three (3) years, had any finding of unlawful discrimination or any complaint upheld; or, to the extent they do have any such findings/ complaints they have implemented appropriate remedial actions.
	Tenderer (or any Consortium Member or Material Sub-Contractor) has in the last three (3) years, had a finding of unlawful discrimination or any complaint upheld but they have not implemented appropriate remedial actions.

	Self-Certification 
	Environmental Management
	Tenderer (or any Consortium Member or Material Sub-Contractor) have not in the last three (3) years, been convicted of breaching environmental legislation or had any notice served; or, to the extent they have had any such convictions/ notices they have implemented appropriate remedial actions.
	Tenderer (or any Consortium Member or Material Sub-Contractor) has in the last three (3) years, been convicted of breaching environmental legislation or had any notice served but they have not implemented appropriate remedial actions.

	Self-Certification 
	Health and safety
	Tenderer has confirmed they have a health and safety policy in place which meets the requirements of relevant health and safety legislation and can provide a copy of the policy on request.

AND

Tenderer (or any Consortium Member or Material Sub-Contractor) have not in the last three (3) years, been in receipt of enforcement/ remedial orders; or, to the extent they have had any such enforcement/ remedial orders they have implemented appropriate remedial actions.
	Tenderer has confirmed they have a health and safety policy in place which meets the requirements of relevant health and safety legislation but cannot provide a copy of the policy on request.

AND/ OR

Tenderer (or any Consortium Member or Material Sub-Contractor) has in the last three (3) years, been in receipt of enforcement/ remedial orders but they have not implemented appropriate remedial actions.


Annex C: Evaluation Methodology for Stage 5

1. Technical evaluation (compliance with the Specification)
1.1. The Specification sets out the Authority’s minimum Requirements.  The Authority regards these Requirements as essential for the delivery of the Contract.  Tender Responses MUST therefore meet each of the individual Requirements specified as a “MUST or “MUST NOT”.  Any Tender Response which, in the reasonable opinion of the Authority, does not meet one or more of the Requirements, may be rejected at this point.  Where a Tender Response is rejected the Tenderer will be disqualified from the Process and notified of this decision.
1.2. Each of the Authority’s Requirements have been categorised using the following terminology:
	Category of

Requirement
	Assessment

	MUST or
MUST NOT
(i.e. a mandatory requirement)
	To pass a mandatory requirement, the Tenderer must answer ‘Compliant’; and, if the Requirement also requests a supporting explanation, information or evidence, these must also be provided so that Authority can with reasonable satisfaction, demonstrate and substantiate the accuracy of the ‘Compliant’ response.  A Tenderer will fail a mandatory requirement if:

· A ‘Non-Compliant’ response is provided; or

· The explanation and/ or information and/ or evidence (where requested) is not provided in the Tender Response; or

· The explanation and/ or information and/ or evidence (where requested) is provided but this does not, to the Authority’s reasonable satisfaction, demonstrate and substantiate the accuracy of any ‘Compliant’ response.

	SHOULD or SHOULD NOT
(i.e. a desirable requirement)
	To pass a desirable requirement, Tenderer must provide the information and evidence which the Requirement requests.  If the information and evidence requested is not provided the Tenderer will fail the requirement; although the Tenderer will not be disqualified from the Process for failing this type of requirement.


Annex D: Evaluation Methodology for Stage 6
1. Commercial evaluation and score

1.1. The approach to evaluation of cost is explained below:
1.1.1. Tenderer’s must provide a price per system which must be equal to or less than the maximum allowable price stated in the Offer Schedule.  Any Tender Response that contains pricing that is higher than the maximum allowable price will be rejected at this point.  Where a Tender Response is rejected the Tenderer will be disqualified from the Process and notified of this decision.

1.1.2. Tenderers are required to support the prices set out in their completed Offer Schedule by providing a supporting breakdown, in the format requested, to demonstrate and justify how Tenderers’ figures have been arrived at and that their stated costs and prices are not abnormally low (so as to put the satisfactory delivery of the Contract at risk) or subject to an excessively high profit margin.  The Authority reserve the right to fail and reject a Tender Response (subject to first complying with any relevant requirement of the Regulations) which it considers is either abnormally low or has an excessively high profit margin.  Where a Tender Response is rejected it will be disqualified from the Process and notified of this decision.
1.1.3. A maximum score of 100% will then be available for the Tender Response based solely on the Whole Life Cost, where:

· Whole life costs is calculated from the Tenderer’s response to the Offer Schedule multiplied by the Authority’s forecasted volumes (see 2.4 of this ITT);
· The Tender Response with the lowest whole life cost will receive the maximum score (i.e. 100%). Tender Responses with a higher whole life cost than the lowest Tender Response will be scored using the following formula:

(Tender Response with the lowest whole life cost ÷ Tenderer’s whole life cost)

NOTE: If only one Tenderer responds to this Procurement or only one Tenderer passes all aforementioned stages, then the Tender Response will automatically receive the maximum score (i.e. 100%).

Annex E: Evaluation Methodology for Stage 7
1. Technical evaluation (Validation)
1.1. Systems provided by the Tenderer for validation must meet all of the criteria for each validation phase (as detailed in the validation protocols below) at the time they are submitted/ delivered for validation.  If the Tenderer fails any validation phase or it becomes clear during the validation that a specific Requirement and/ or validation criteria will not be met, the validation will be suspended and the Tenderer will be disqualified from the Process.
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1.2. The Authority requests that:
a. A quantity of sixty (60) Systems, which meet the Requirements, are delivered for subsequent validation by the Authority. NOTE: These Systems must be provided free of charge. 
b. The Systems are delivered to the NHS Cord Blood Bank, NHSBT, Charcot Road, Colindale, NW9 5BG by no later than 02 September 2016.  NOTE: There will be no extension offered and therefore Systems received after this date will not be considered and the Tenderer will be disqualified from the Process.
Annex F: Evaluation Methodology for Stage 8
1. Award of Contract
1.1. All Tenderers who receive a score (based solely on whole life costs) out of 100% will be ranked in decreasing order of their overall score and only the Tenderer ranked first will be awarded a Contract. 
2. Tie-Break

2.1. In the event that two or more Tender Responses have the same score out of 100% the Authority will apply a tie-break mechanism.

2.2. The Authority will notify the Tenderers whose Tender Responses are tied at first place and request that they each review and give consideration to improving their pricing submissions as were set out in the Offer Schedule originally included as part of their Tender Response.  Each tied Tenderer will then be required to re-submit their Offer Schedule, by a deadline specified by the Authority, to include any improvements in their original pricing submissions in relation to whole life cost.  Any resubmission should indicate, where improvements are made and how these have been achieved through the supporting cost breakdown.  

2.3. The Authority will re-evaluate the revised Offer Schedules submitted applying the same approach as set out in Annex D of this Evaluation Methodology.  Where a Tenderer fails to submit a revised Offer Schedule or fails to submit this within the specified deadline, its score, as calculated based on the Tenderer’s original Offer Schedule (submitted with its Tender Response) will be regarded as its score in this re-submission tie break process.

2.4. The most economically advantageous, and thus the winning Tenderer Response will be the Tender Response with the highest score out of 100% as determined based on the re-evaluation undertaken by the Authority as set out above.

3. Award pre-conditions

3.1. Any indications of the Contract volume awarded by the Authority to any successful Tenderer (whether in this ITT, the Requirements, any standstill letter issued pursuant to this Process or any other document) is indicative only.  Actual volumes will depend on (but are not limited to) the Authority’s future strategy and availability of monetary funds.
3.2. By submitting a Tender Response, Tenderers are deemed to acknowledge that there are no warranties or guarantees about Contract volumes to be awarded.
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Validation Protocol 


		Validation Title

		Cord Blood Collection Bags

		CC/







		Short description of equipment or process being validated.


Cord Blood is collected Ex Utero from the umbilical cord blood following the delivery of a baby, and taken to a Regulated area where the cord blood is drained into a purpose designed collection bag.





		Details of equipment used in the validation.


Manufacturer:                                                                                            Type of Collection Bag:


Batch Number:                                                                                          Expiry Date:


Volume Reduction Machine:


Cell Counter:


Flow Cytometer:





		Details of testing levels and methods used in validation


See Installation Qualification, Operational Qualification, Performance Qualification and Acceptance Criteria.


A total of 30 collection bags to be validated.





INSTALLATION QUALIFICATION


		No

		Description

		Acceptance Criteria

		Results

		Pass/Fail

		Comments

		Signature & Date



		1.

		Goods inward Receipt

		· Collection bags undamaged.


· Collection bag type, batch number and expiry date clear on exterior of box.


· Clear storage instruction


· Critical Acceptance form completed

		     

		     

		     

		     



		2.

		Collection bag is CE Marked.

		CE Mark present on collection bags.

		     

		     

		     

		     



		3.

		Individual collection bags

		· Collection bags double wrapped with expiry date.

		     

		     

		     

		     





OPERATIONAL QUALIFICATION


		1.

		IQ Completed

		IQ has been completed satisfatory and signed off by QA.

		     

		     

		     

		     



		2.

		Collection bags comply to specification (SPN343) points 2-6, 8 and 12. 

		Collection bags meet specification (SPN343) points 2-6, 8 and 12.

		

		

		     

		     



		3.

		Risk Assessments

		- Risk assessment carried out on collection bag


- COSHH Assessment carried out on collection bag

		

		

		     

		     



		4.

		Collection bag weight checks

		Weights checked for bags at various stages to initiate DAT on Volumes.

		

		

		

		     



		5.

		Collection Arrangement

		· Meet with Collection site Manager for suitable sites.


· Collection Sites Identified.

		

		

		     

		     



		6.

		Staff Training

		· Collection staff training provided by supplier if required


· SOP available for training purposes.


· Collection staff at selected sites trained.

		

		

		

		     





PERFORMANCE QUALIFICATION


		1.

		OQ Completed

		OQ has been completed satisfatory and signed off by QA.

		     

		     

		     

		     



		2.

		Pre Collection Checks (Visual)

		· CPD Present in collection bag and separate pouch of CPD attached to bleedline.


· Bleedline intact and appropriate graduated length.


· Graduation marks clearly visible and will not deface.


· Undisturbed free running bleedlines.


· Secure bleedline joints.


· Needle guards and cover present and secure.


· Label in accordance to SPN343 point 5.


· Overwrap bag on main collection bag.


· Clips on bleedline present at appropriate locations.

		     

		     

		     

		     



		3.

		Collection

		· Ease of removal of needle cover.


· Needle atleast 16G and bevelled.


· Suitable base to grip needle during collection and guard not rotating.


· Clip on bleedline, open and closeable to allow initiation and completion of collection. Maintaining a closed system.


· Ease of use of 2nd needle upon sheathing first needle.


· Ease of ‘stripping’ the bleedline.


· Bleedline is maleable for metal clips.


· Allocation of donation number and start product label.


· Fill to maximum volume. Apply firm pressure to the bag. Ensuring there are no leaks.

		     

		     

		Collection carried out in accordance to SOP1748

		     



		4.

		Evaluation – Pre Sampling

		· Use of heatsealer. Bleedline should withstand temperature. No leaks.


· Ease of cutting bleedline.


· Cell counts pre-sample


· Removal of sample for Bacteriology testing.


· CD34 and CFU on Pre-sample.




		     

		     

		Evaluation in accordance to SOP2043.


Testing of samples on Beckman Coulter Haematology Analyser to SOP344.


CFU Assay to SOP1478


Analysis of CD34 +ve Cells and viability using Flow Cytometry to SOP2196.




		     



		5.

		Evaluation – Buffy Coat

		· Use of heatsealer. Bleedline should withstand temperature. No leaks.


· Ease of cutting bleedline.


· Sterile connecting device (SCD) collection bag connects with processing kit. Ensure seal not leak, and tug to esure it is secure.

· Cell counts on buffy coat.


· CD34 and CFU on buffy coat.

		     

		     

		Volume reduction of Cord Bloodunits (applicable current procedure)


Testing of samples on Beckman Coulter Haematology Analyser to SOP344.


CFU Assay to SOP1478


Analysis of CD34 +ve Cells and viability using Flow Cytometry to SOP2196.

		     



		6.

		Evaluation – Post Thaw

		· Use of heatsealer. Bleedline should withstand temperature. No leaks.


· Ease of cutting bleedline.


· Cell counts post sample.


· Removal of sample for Bacteriology testing.


· CD34 and CFU on Post-sample.




		     

		     

		Thaw and resuspension of Cord Blood Units to SOP1751.


Testing of samples on Beckman Coulter Haematology Analyser to SOP344.


CFU Assay to SOP1478


Analysis of CD34 +ve Cells and viability using Flow Cytometry to SOP2196.

		     





NOTE: Each Validation Phase must be signed off before commencing the next phase of testing and before go-live


Deviations and Adverse Events

		QPulse no.

		Details

		Date raised

		Date closed



		     

		     

		     

		     





FURTHER TESTING DETAILS: (If applicable)
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Validation Protocol 


		Validation Title

		Ex Utero Cord Blood Collection



		CC/







		Short description of equipment or process being validated.

Cord Blood is collected at 6 centres in and around London and transported to the evaluation facility at Colindale and then the processing facility at Filton. The cord blood is collected Ex Utero from the umbilical cord following the delivery of a baby and taken to a regulated area where the cord blood is collected into a purpose designed bag. Once a successful collection is completed the CBU is stored in a temperature controlled environment until it is shipped to the evaluation lab in Colindale. This validation is to ensure that collection procedures result in acceptable cell viability, recovery and microbial contamination rate.







		Details of equipment used in the validation.


Manufacturer:                                                                                            Type of Collection Bag:


Batch Number:                                                                                          Expiry Date:


Volume Reduction Machine:


Cell Counter:


Flow Cytometer:







		Details of testing levels and methods used in validation


· 12 consented CBU units collected in accordance with SOP1748, and transported to Colindale according to SOP1717.


· Evaluated in Colindale according to SOP2043, and sent to the processing facility in accordance with SOP1717.


· The CBUs will then have a post-processing TNC count and CD34 assay completed to analyse the cell recovery and viability.

· Validated aseptic techniques as stated in the relevant SOPs will be followed for collection, storage and transport.


To ensure that the temperature range maintains cell viability.


6 CBU will be split into a quadruple bag – and stored at the following temperatures:


Split 1 – Stored at  4±2oC

Split 2  - Stored at  22±2oC

Split 3  - Stored at >30oC

The CBUs will then be sent to the processing facility at Filton for CD34+/ CD45+ viability analysis.







INSTALLATION QUALIFICATION


		No

		Description

		Acceptance Criteria




		Results




		Pass/Fail

		Comments




		Signature & Date



		1.

		Collection bags comply with specification (SPN343) points 2-6, 8 and 12. 

		Collection bags meet specification (SPN343) points 2-6, 8 and 12.

		     

		     

		     

		



		2.




		Collection room has been cleaned in accordance with site infection control policy.

		FRM2329 completed for line clearance

		     

		     

		     

		



		3.




		Temperature of collection room monitored and within acceptable range.

		Has valid temperature mapping, and temperature recorded every 4 hours, Acceptable temperature limit +16.0°C - +25.0°C 

		

		

		     

		





OPERATIONAL QUALIFICATION


		1.




		IQ Completed

		IQ has been completed satisfactory and signed off by QA.

		     

		     

		     

		



		2.




		Cord blood collected and cleaned according to SOP1748

		FRM2329 completed 

		

		

		     

		



		3.




		Processed units meet banking criteria and result in acceptable cell recovery and viability

		Meet specification outlined in DAT962

		

		

		     

		



		4.




		Processed units result in acceptable bacteriology screen.

		Meet specification outlined in DAT962

		

		

		

		







PERFORMANCE QUALIFICATION


		1.

		OQ Completed

		OQ has been completed satisfactory and signed off by QA.

		     

		     

		     

		



		2.

		Cord blood collected and stored at Stored at  4±2oC

		Acceptable for results not meeting specification outlined in DAT962.

		     

		     

		     

		



		3.

		Cord blood collected and stored at Stored at  22±2oC

		Results should meet specification outlined in DAT962.

		     

		     

		     

		



		4.

		Cord blood collected and stored at Stored at  >30oC

		Acceptable for results not meeting specification outlined in DAT962.

		     

		     

		     

		





NOTE: Each Validation Phase must be signed off before commencing the next phase of testing and before go-live


Deviations and Adverse Events

		QPulse no.

		Details

		Date raised

		Date closed



		     

		     

		     

		     





FURTHER TESTING DETAILS: (If applicable)
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