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Authority: NHS Blood & Transplant (NHSBT)
Date response required:  24th January 2025

Dear Supplier,


We would like to inform you about an upcoming requirement and take this opportunity to engage with the market to better understand current solutions and capabilities. We aim to connect with suppliers who may be interested in participating in a potential future procurement process.

At present this requirement is being drafted as a business case and we are seeking suppliers who will be able to provide us with information on the current solutions landscape, present demos of their solution in week commencing 10th February and provide information on constraints and key considerations. The principal purpose of this RFI is to gather market information and engage with suppliers as we develop our specification.

Please note the following general conditions:
· This RFI will help us to refine the requirements and a specification in preparation for a procurement activity.
· Suppliers who respond positively will be added to a mailing list with updated details unless they opt-out, which they are free to do at any stage.
· We reserve the right not to proceed with a competition.  Nothing shall constitute a commitment to ordering unless we issue a subsequent notice via an open tender or framework.  
· Any and all costs associated with the production of such a response to a RFI must be borne by the supplier. We will not contribute in any way to meeting production costs of any response.
· Information contained within this document is confidential and must not be revealed to any third party without prior written consent from us.
· We expect that all responses to this RFI will be provided by potential providers in good faith to the best of their ability in the light of information available at the time of their response.
· No information provided by a potential provider in response to this RFI will be carried forward, used or acknowledged in any way for the purpose of evaluating the potential provider, in any subsequent formal procurement process. 

CURRENT SITUATION
Novel cellular and molecular therapies offer the promise of new treatments and potential cures for many diseases and disorders, and NHS Blood and Transplant is uniquely positioned to support the exciting developments that are taking place in this field.
 Our experience in the processing and storage of stem cells for transplant and the manufacture of clinical grade advanced cellular and molecular therapies, combined with our strong links to clinicians and hospitals, means we can help bring new and ground-breaking treatments to the bedside.
There are strict regulatory requirements governing the effective management of consumables and starting materials used in the manufacture of cell and gene therapies. There is also a requirement to manage cell banks, stability samples and advanced therapy medicinal products in cryostorage. A broad list of regulations the system must comply with include:
· The Human Tissue Act 2004 (as amended)
· The Human Medicines Regulations 2012 (as amended), 
· Eudralex Volume 4 - EU Guidelines for Good Manufacturing Practice for Medicinal Products for Human and Veterinary Use (as amended)
· The Medicines for Human Use (Clinical Trials) Regulations 2004 (as amended), 
· The Human Medicines (Amendment etc.) Regulations 2019 (as amended)
· Fully Data Integrity complaint system, meets CFR part 11 and EudraLex annex 11
The existing processes are based on a mix of paper based forms and Excel spreadsheets which are manually run and have limited functionality. The current systems of work are not fully compliant with GMP (Good Manufacturing Practice) or data integrity.   
The Excel elements have been developed in-house and there is a reliance on SMEs for support or changes. There are multiple systems across the Function that do not allow alignment of the MHRA and HTA processes, high level As-Is process below:

[image: ]
Website
https://www.nhsbt.nhs.uk/cellular-and-molecular-therapies/

OUR AIMS – WHAT WE WANT TO ACHIEVE
NHSBT is looking for one supplier to deliver the following aims:
· Provide a cost effective and flexible, fully compliant platform which will digitise how CMT manages its consumable inventory and stock; allowing NHSBT to deliver improved safety, resilience, compliance and efficiency in line with the NHSBT strategic priority to modernise our operations.
· Provide flexibility to integrate with other systems; procurement, manufacturing records, back off financials.  In order to future-proof the solution, the supplier we work with will need to be a flexible partner.
· A solution which could be devolved to NHSBT to make changes.
[bookmark: _Hlk183438236]Our Objectives – What We Strive to Achieve
NHSBT seeks a single supplier to help accomplish the following objectives:
· Implement a Cost-Effective, Compliant Platform
Develop a modern, flexible platform to digitize the management of consumable inventory and stock. This will enable NHSBT to enhance safety, resilience, compliance, and operational efficiency, aligning with our strategic goal of modernizing operations.
· Ensure Seamless System Integration
Deliver a solution that integrates smoothly with existing systems, such as procurement, manufacturing records, and financial systems. The supplier must offer a flexible, future-proof solution adaptable to evolving needs.
· Enable Self-Sufficiency
Provide a solution that NHSBT can independently modify and manage, ensuring adaptability and sustainability over time.


Statement of requirements for information: 




WHAT WE ARE LOOKING FOR
At this stage NHSBT is seeking suppliers who may be interested in a potential future competition. Suppliers can showcase their proposed solutions or provide input to support the development of our business case and specification.

Interested suppliers are encouraged to respond to this RFI by completing the Response Section.  If your organisation does not find this opportunity relevant, no response is required.

Suppliers who respond positively will be added to a mailing list and may be invited to a virtual information-gathering session with key stakeholders which will include a demonstration of the proposed solution.  At any point suppliers are welcome to opt out of further communication at any point if they choose.

OUR TIMETABLE
	DATE
	ACTIVITY

	06/01/2025
	Publication of the RFI

	24/01/2025
	Deadline for submission of an RFI Response indicating whether or not the bidder is interested in taking part in a potential future competition

	w/c 10/02/2025
	Selection of suppliers invited to virtual discussion and system demonstration





QUESTIONS AND CLARIFICATIONS
Potential providers may raise questions or seek clarification regarding any aspect of this RFI document at any time prior to the response deadline. Questions must be submitted via the Atamis portal.  Potential providers can register on the portal at any time and remove themselves from the project if they no longer wish to receive information.

Please note NHSBT will not be able to have individual meetings with suppliers.

GENERAL CONTACT POINT FOR THIS RFI
RFI Lead Name: Gordon Mellor
Telephone Number: 07903347578
Email Address: gordon.mellor2@nhsbt.nhs.uk




































[bookmark: Response]RESPONSE SECTION
	Company Name
	

	Company Registration Number
	

	Named Contact
	

	Email Address
	

	Brief Overview of how your organisation could work with NHSBT to provide this solution and how it could be future-proofed
	

	Please details any constraints and risks you believe are beneficial for NHSBT to consider based on where we want to be and/or previous similar solutions you have delivered?
	

	Does your solution have high performance compute capability that can be scaled in line with NHSBT ambitions should the service be expanded?
	

	How much cloud storage could be made available to store potentially large volumes of clinical data and how is this secured?
	

	Are you able to provide a demonstration of your solution?
	

	Are you able to provide limited access to a sandbox version of your solution?
	

	What is the proposed delivery model (e.g. SaaS, PaaS, managed service, subscription…etc)?
	

	What is the outline cost of your solution per annum and how is this broken down/itemised

Please note these costs are for budgeting purposes only and will not be used to inform any procurement decisions
	

	Which procurement route would be suitable under Procurement and Contracts Regulations (2015)?  Please include any details of frameworks you work with.
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CMT Inventory Management Requirements Specification V 0.2  (1).xlsx
All Requirement combined

		CAPABILITY		ID's		REQUIREMENT DESCRIPTION		RFC Category
(MUST, SHOULD, COULD)																ID's

		Approvals and acceptance		US_006		Supports the approval of stock ordered, by a second authorised person		Must		Workshop User Stories 2024										As a user
I want to  have access to stock ordered
So that the stock can be approved  by the second person		Given that  I have access to stock ordered
When I click on stock ordered
Then I should be able to approve stock by second person		US_006

		Approvals and acceptance		US_009 and US_017		Supports the recording and generation of acceptance testing/certification/analysis to ensure compliance with specification items e.g. SPN's		Must		Workshop User Stories 2024										As a  user
I want to be able to support the recording of acceptance testing
So that  I can ensure stock complies with specification		Given that  I am able to access acceptance testing
When I click on acceptance testing
Then I should be able to record acceptance testing		US_009 and US_017

		Approvals and acceptance		RE_002		Able to receipt items or consumables, create product and track on system		Must		RH Email Mar 2024										As a user
I want to be able to receipt items or comsumables into the system  
So that I can maintain accurate record of stock level		Given that  I am able to access the receipt functionality on the system 
When I click on the receipt functionality
Then I should be able to validate all input field		RE_002

		Audit, Standards and Regulations		US_001 and RE_013 and US_033		Has the ability to view and support a full audit trail of all/any defined actions performed on stock ordered, managed and stored in accordance with regulations and internal policy		Must		Workshop User Stories 2024										As a User
I want to view full audit trail of all actions performed on stock ordered
So that I can monitor user activity within the system 		Given that  I have the access to view the audit trails
When I click on view audit trail actions
Then all changes made on stock ordered should be displayed		US_001 and RE_013 and US_033

		Change notifications		US_048		Has the ability to indicate an item requires receipt/approval urgently.		May		Workshop User Stories 2024

		Data management, analysis and reporting		US_022 and RE_014		Is able to extract data and export into/import from excel, pdfs		Should		Workshop User Stories 2024										As a user
I want to extract data from various sources
So that I can perform a trend analysis		Given that I have access to extract data from various sources
When I click on trend analysis
Then I should be able to view trends and pattern overtime		US_022 and RE_014

		Data management, analysis and reporting		US_027		Is able to generate expiry reports for products / consumables		Must		Workshop User Stories 2024										As a  user
I want to generate expiry reports for products / consumables
So that I can discard expiry product / consumable		Given that I have access to expiry reports for products / consumables
When click on expiry report
Then I should be able to generate all expired products / consumables		US_027

		Data management, analysis and reporting		US_028 and US_029 and RE_014		Has the ability for the user to define and generate storage capacity reports for all products and consumable.		Must		Workshop User Stories 2024										As a  user
I want to generate storage capacity reports for all poducts and consumables
So that I can manage inventory of products / consumables		Given that I have access to storage capacity      when I click on storage capacity                                   Then I should be able to generate all storage capacity reports of products / consumables		US_028 and US_029 and RE_014

		Data management, analysis and reporting				Has the ability to export/filter/search data by storage temperature from SPNs		Should												As a user
I want to export data by storage temparature
So that I can comply with storage requirements		Given that I have access to SPNs  
When click on export data
Then I should be able to export data by storage temperature

		Data management, analysis and reporting		US_031		Generates financial reports, value of stock being held or discarded both locally and nationally (conslidate from different sites)		Should		Workshop User Stories 2024										As a  user
I want to generate financial reports both locally and nationally
So that  I can analyse financiial insights effectively		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_031

		Data management, analysis and reporting		RE_011		Can generate categories for materials e.g internal vs external reagents		Could		RH Email Mar 2024														RE_011

		Data management, analysis and reporting		RE_012		Is fully searchable by item type or name or lot number - able to construct searches with word inclusions, categories etc		Must		RH Email Mar 2024														RE_012

		Document management		US_008		The system should have a database within the system of all SPN names for quick search		Could		Workshop User Stories 2024										As a  user
I want the system to link to controlled documents
So that I can receipt the item more efficiently 		Given that I have access to all documents
When I click on the document
Then I can view the document		US_008

		Document management		US_015		Supports the uploading (and storage of/linkage to) digital copies of documentation		Must		Workshop User Stories 2024										As a user
I want to be able to upload digital copies of documentation 
So that all documentation associated with an item is stored in one location		Given that I have access to storing document
When I click on store document
Then I should have document stored		US_015

		Manufacturing related		WD_010		Produces picking lists for products to be manufactured (e.g. may link with eBMR?)		Could		Word.doc from KW and RH 2023														WD_010

		Manufacturing related		US_041		Supports the ability to assign unique batch codes and project codes to each item of stock received or signed out for use.		Should		Workshop User Stories 2024										As a  user
I want to assign unique batch codes and project codes to each stock received
So that I can identify stocks with specific projects		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_041

		Manufacturing related		US_044		Has future proof ability to generate eBMR stock usage reports for manufacturing		Could		Workshop User Stories 2024										As a  Purchaser
I want to generate eBMR order reports
So that I can have a comprehensive overview of all manufacturing orders - NOT APPL. FOR PROCUREMENT		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_044

		System flexibility		RE_010		Is not limited to consumables management - potential to manage samples, products and equipment ( Would be good to remove requirement for ad hoc spreadsheets for in house reagents vat storage)		Must		RH Email Mar 2024														RE_010

		Integration		US_016		Has the ability to link with EMS to monitor and review temperatures when items are in storage		Could		Workshop User Stories 2024										As a user
I want to link the system with the EMS 
So that the temperatures during the period an item was in storage can be reviewed.		Given that I have access to quarantine room temperature
When I click on room temperature
Then the room temperature should be displayed		US_016

		Knowledge, training and guidance		US_021		Is able to host and/or support easy to follow training programs for the use of the system		Must		Workshop User Stories 2024										As a user
I want to have access to easy-to-follow training materials covering digital skills
So that I can leverage the benefits of the system effectively		Given that  I have access to training materials
When I click on training materials
Then the training materials should be displayed		US_021

		Knowledge, training and guidance		US_023		Provides easy to access technical help/prompts when using system.		Must (help/prompts)		Workshop User Stories 2024										As a user
I want to have access to training materials
So that I can rectify issues when encountered		Given that  I have access to training materials
When issues are encountered
Then I am able to rectify		US_023

		Label and scan		WD_006 and US_004 and US_037 and RE_008		Prints barcoded labels for each item (ideally with connection to zebra printer) with all relevant information: 1. Consumable Name and product code 2. Consumable lot number 3. SPN number and version number for item 4. Unique receipt code e.g. RCF00012  5. Expiry date and status, generating automatic data input/output when scanned		Must		Word.doc from KW and RH 2023										As a user
I want to have stock labelled
So that the status of the item is visible				WD_006 and US_004 and US_037 and RE_008

		Label and scan		WD_008		Able to quickly scan items using handheld scanner. The system automatically prevents use of expired or rejected items.		Must		Word.doc from KW and RH 2023														WD_008

		Label and scan		WD_011		Supports barcoded storeroom locations for easy configuration/management of stock in the storerooms. Assists with quick sign out of stock.		Must		Word.doc from KW and RH 2023														WD_011

		Label and scan		RE_009		Label can include other information such as “1 of 3, 2 of 3…”		Should		RH Email Mar 2024														RE_009

		Label and scan		RE_015		Supports mobile/remote barcode scanning (consider Wifi)		Must		RH Email Mar 2024														RE_015

		Ordering and tracking		US_012		Tracks the dispatch of products to destination or other sites and monitors the temperature throughout the journey		Should/Could		Workshop User Stories 2024										As a user
I want to be able to track dispatch of product from site to destination
So that I can see the movement and temperature throughout the journey and send to Sponsors where required. 				US_012

		Stock control, ordering and tracking		WD_009		Prints stock inventory and expiry reports to inform consumables to order (for stock checks)		Must		Word.doc from KW and RH 2023														WD_009

		Stock control, ordering and tracking		WD_013		Tracks lot testing and release, gives warnings for minimum stock for all receipted consumables.		Must		Word.doc from KW and RH 2023														WD_013

		Stock control, ordering and tracking				System must be able to record outcome of any applicable acceptance testing		Should		RH meeting

		Stock control, ordering and tracking		US_019		Has the ability to track the information for stock orders such as frequency, numbers, automations and other relevant measures.		Must		Workshop User Stories 2024										As a user
I want to access a report displaying the frequency of orders
So that I can know about procurement patterns		Given that I have access to report displaying the frequency of orders
When I click on report
Then the frequency of  orders should be displayed		US_019

		Stock control, ordering and tracking		US_036		Ability to view real-time stock levels for all products in the inventory		Must		Workshop User Stories 2024										As a  user
I want to view real-time stock levels for all products in our inventory
So that I can make informed purchasing decisions		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_036

		Stock control, ordering and tracking		US_042 and WD_005		Provides the ability to send notification at minimum stock level.		Must		Workshop User Stories 2024										As a  user
I want to set up automatic ordering rules based on predefined triggers such as minimum stock levels, reorder points, or forecasted demand
So that I can streamline procurement processes		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_042 and WD_005

		Stock control, ordering and tracking		US_049		Supports location tracking (of items) and enables the user to view the location of the items in stock		Must		Workshop User Stories 2024										As a user
I want to be able to view the location of the item
So that I can locate it to take into use		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_049

		Stock control, ordering and tracking		RE_004		Is able to determine exactly where the item is (e.g. site, room, shelf) which can change on system when item is moved around. (Can this be a non-compulsary option embedded into the system? Or a more flexible option to state which room for example		Must		RH Email Mar 2024														RE_004

		Stock control, ordering and tracking		RE_007		Can provide bill of materials (picking lists) for projects/tasks. Will link with other module/data to confirm which materials are required for upcoming scheduled work and if they are available.  (Must be an option but not a requirement so we can use the system without having to go through a picking list)		Must		RH Email Mar 2024

		Stock control, ordering and tracking				Will link with other module/data to confirm which materials are required for upcoming scheduled work and if they are available.		Could		RH meeting

		Stock status management		US_003 and WD_007		Supports visibility and monitoring of items' stock's position status i.e. quarantine, released for use or rejected		Must		Workshop User Stories 2024										As a user
I want to monitor the items in quarantine
So that I can approve or reject stock under quarantine		Given that I have the access to quarantined stock items
When I click on  the quarantined items
Then I should be able to approve or reject stocks under quarantine		US_003 and WD_007

		Stock status management		US_030 and US_40		Tracks usage and records wastage of consumables including whether stock is accepted or non-accepted, listing reasons		Should		Workshop User Stories 2024										As a  manager
I want to Track all wastages
So that I can identify area of inefficiency and costs associated		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_030 and US_40

		Stock status management		RE_005		Sends notifications for item status change (expired) subject to eBMR contra-functionality		Could		RH Email Mar 2024														RE_005

		User access		WD_014 and RE_021		Supports multiple users/logins at same time to provide operational flexibility.		Must		Word.doc from KW and RH 2023														WD_014 and RE_021

		User access		US_011		Has the ability for admin to control who is able to restrict and modify activities and functions assigned to specific roles (configure roles-based access)		Must		Workshop User Stories 2024										As a  user
I want the system to restrict activities available for specific roles
So that  everyone can only complete relevant activites for their role type. 		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_011

		User access		RE_006		Can have certain roles set up with different accesses e.g. approvers and receiptors. 		Must		RH Email Mar 2024														RE_006

		User access				Notify all sites that have a lot number if in case of a product recall		Should		RH meeting

		Audit, Standards and Regulations		WD_012 and US_10		Fully Data Integrity complaint system, meets 21 CFR part 11 and EudraLex annex 11 standards. Consider: 1. Data backup and archiving  2. Audit trails for each user action 3. User access management (Admin access, separate user levels) 4. Data control (critical data cannot be deleted/amended) See also MHRA		Must		Word.doc from KW and RH 2023

		Audit, Standards and Regulations		US_014 (See QA_1.0) and US_007 and US_002		The system should be compliant with all relevant regulations** throughout implementation, updates and BAU e.g. GMP, MHRA, HTA etc and standards for all ordering, review, receipting and approving all stock		MUST		Workshop User Stories 2024

		System flexibility		WD_003 and QA_01		Able to meet tailored requirements across multiple departments which have different regulatory requirements for stock inventory. 		Must		Word.doc from KW and RH 2023

		System flexibility		RE_001		Able to be modularised (can link with other modules for future proofing)		Should		RH Email Mar 2024

		Integration		WD_002 and US_025 and US_026		Has the capability to integrate with current LIMS (Hematos), eBMR's Qpulse and IProcureand ability to interoperate with APIs etc to future systems		Should		Word.doc from KW and RH 2023

		Platform		WD_004 and RE_016 and US_024		A cloud-hosted system so data can be accessed from anywhere e.g. remote access by QA if remote sign-off is required		Must		Word.doc from KW and RH 2023

		Platform		RE_019		Has the ability to support national network of working communicating across sites e.g. by user groups, by site. e.g. real-time sync or instances of per site. 		Must		RH Email Mar 2024

		Storage, back up and recovery		US_013		The system is able to back up latest stock data, should there be a system failure, and able to continue with correct numbers once restored.		Must		Workshop User Stories 2024

		Storage, back up and recovery		RE_020		Has ability to increase storage capacity and processing power -  Expandable to meet NHSBT requirements.		Must		RH Email Mar 2024





Regulatory Reqs

		QA_1.0		"In addition the system will comply with the relevant sections of the following regulations:

For all: Good Manufacturing Practice (https://health.ec.europa.eu/latest-updates/eudralex-volume-4-eu-guidelines-good-manufacturing-practice-medicinal-products-human-and-veterinary-2022-02-21_en)

For the Advanced Therapy Units and Clinical Biotechnology Centre holding MIA (IMP) or Manufacturing ‘Specials’ licences: The Human Medicines Regulations 2012 (as amended), The Medicines for Human Use (Clinical Trials) Regulations 2004 (as amended), The Human Medicines (Amendment etc.)

For the SCI departments that are licenced as Tissue establishments: The Human Tissue (Quality and Safety for Human Application) Regulations 2007 (as amended), The Human Tissue (Quality and Safety for Human Application) (Amendment) (EU Exit) Regulations 2020, The HTA Guide to Quality and Safety Assurance for Human Tissues and Cells for Patient Treatment (2021) and FACT-JACIE International Standards for Hematopoietic Cellular Therapy Production Collection, and administration.

Where applicable to information and technology use, this includes, but is not exhaustive, those requirements below:  (NB Some of these requirements may also overlap with others)"		QA Regs CS_2021

		QA_1.1		Supports orderly storage of the various categories of materials and products: starting and packaging materials, intermediate, bulk and finished products, products in quarantine, released, rejected, returned or recalled.   		QA Regs CS_2021		Should

		QA_1.2		Support systems to monitor acceptable temperature and humidity limits - where special storage conditions are required		QA Regs CS_2021		Should

		QA_1.3		Support items under quarantine status in separate areas and must be clearly identified and their access restricted to authorised personnel. Any system replacing the physical quarantine should give this security.  		QA Regs CS_2021		Must

		QA_1.4		Support movement and storage of rejected, recalled or returned materials or products. (rejection on receipt)  		QA Regs CS_2021		Must

		QA_1.5		Support the handling of materials and products, such as receipt and quarantine, sampling, storage, labelling, (and dispensing, processing, packaging and distribution for eBMR) with access and support via written procedures or instructions and, where necessary, recorded.  		QA Regs CS_2021		Must

		QA_1.6		Support the checking of materials to ensure that the consignment corresponds to the order and provide labelling with the prescribed data.  		QA Regs CS_2021		Must

		QA_1.7		Support the recording of damage to containers and any other problem which might adversely affect the quality of a material with ability to reject/report damaged materials and action a report to the Quality Control Department.  		QA Regs CS_2021		Must

		QA_1.8		Future proof for  labelling of products or materials being processed, its strength (where applicable) and batch number. Where applicable, this indication should also mention the stage of production.   		QA Regs CS_2021		Should

		QA_1.9		Labels should be clear, unambiguous and in the company’s agreed format which may require the use of colours to indicate status (for example, quarantined, accepted, rejected, clean). 		QA Regs CS_2021		Must

		QA_1.10		The ability to record personnel qualifications, level of access and defined responsibilities to carry out their assigned duties.    		QA Regs CS_2021		Must

		QA_1.11		If exchanging data electronically with other systems, should include appropriate built-in checks for the correct and secure entry and processing of data, in order to minimize the risks.    		QA Regs CS_2021		Must

		QA_1.12		Data should be secured against damage. Stored data should be checked for accessibility, readability and accuracy. Access to data should be ensured throughout the retention period.    		QA Regs CS_2021		Must

		QA_1.13		Regular back-ups of all relevant data should be done. Integrity and accuracy of backup data and the ability to restore the data should be checked during validation and monitored periodically.    		QA Regs CS_2021		Must

		QA_1.14		It should be possible to obtain clear printed copies of electronically stored data.   		QA Regs CS_2021		Should

		QA_1.16		Consideration should be given, based on a risk assessment, to building into the system the creation of a record of all GMP-relevant changes and deletions (a system generated "audit trail"). For change or deletion of GMP-relevant data the reason should be documented. Audit trails need to be available and convertible to a generally intelligible form and regularly reviewed.  		QA Regs CS_2021		Must

		QA_1.17		Physical and/or logical controls should be in place to restrict access to computerised system to authorised persons. Suitable methods of preventing unauthorised entry to the system may include the use of keys, pass cards, personal codes with passwords, biometrics, restricted access to computer equipment and data storage areas.    		QA Regs CS_2021		Must

		QA_1.18		Ability to record the creation, change, and cancellation of access authorisations (automatically)		QA Regs CS_2021		Must

		QA_1.19		Ability to support electronic signatures. Electronic signatures are expected to:  a) have the same impact as hand-written signatures within the boundaries of the company, b) be permanently linked to their respective record, c) include the time and date that they were applied.   		QA Regs CS_2021		Must

		QA_1.20		When a computerised system is used for recording certification and batch release, the system should allow only Authorised Persons to certify the release of the batches and it should clearly identify and record the person releasing or certifying the batches. This should be performed using an electronic signature.    		QA Regs CS_2021		Must

		QA_1.21		Data may be archived. This data should be checked for accessibility, readability and integrity. If relevant changes are to be made to the system (e.g. computer equipment or programs), then the ability to retrieve the data should be ensured and tested.   		QA Regs CS_2021		Must

		QA_1.22		Inventory records must be kept for traceability and to prevent use of materials after their expiry date. 		QA Regs CS_2021		Must

		QA_1.23		All relevant data relating to products and material coming into contact with tissues and cells or any consumables used in manufacturing or testing of products must be recorded and traceable in accordance with the requirements set out in the traceability section. 		QA Regs CS_2021		Must

		QA_1.24		Support the visual examination of each supply and reagent used to manufacture cellular therapy products for damage or evidence of contamination upon receipt and acceptance into inventory. (rejection after receipt)		QA Regs CS_2021		Must

		QA_1.25		Supports records of receipt that shall include the supply or reagent type, quantity, manufacturer, lot number, date of receipt, acceptability, and expiration date. 		QA Regs CS_2021		Must

		QA_1.26		Support the storage of materials under the appropriate environmental conditions in a secure, sanitary, and orderly manner to prevent mix up or unintended use and also the storage temperature and location		QA Regs CS_2021		Should

		QA_1.27		Support access to  manufacturer instructions for the use of supplies and reagents.		QA Regs CS_2021		Should

		QA_1.28		Support processes to prevent the use of expired reagents and supplies. 		QA Regs CS_2021		Must

		QA_1.29		Support the prevention of materials being stored in the same refrigerators or freezers as the cellular therapy products that may adversely affect cellular therapy products		QA Regs CS_2021		Must

		QA_1.30		The system complies with Data Integrity GxP guidelines published by the MHRA				Must





NHSBT NFR

		Technical Requirements

		Sub Criteria		Reference		Requirements		MoSCoW rating		Weighting %		Supplier Capability		Supplier Response

		1. Accessibility		Background		CMT needs to comply with government accessibility guidelines.

				1.01		The solution must comply with WCAG 2.1 - level AA as a minimum, preferably WCAG 2.2 level AA		Must		0%

				1.02		Please provide details on the solution WCAG compliance, including:                                                                                                                                  -Whether the solution is WCAG 2.1 level or WCAG 2.2 level AA compliant?                                                                                                                                -How has the solution been validated as compliant, and how it will ensure that CMT is compliant?                                                                                                                                -if WCAG 2.1 AA compliant, when might the solution attain WCAG 2.2 level AA compliance?		Must



		2. Audit		Background		Due to the nature of NHSBT, the nature of CMT, the type of information involved and the legislation and policy that NHSBT must adhere to, It is important that the solution application has a comprehensive audit capability.                                                                                                                                                                                                                                                                                                                                                        The supplier also needs to audit changes related to the applications themselves, solution platform and infrastructure

				2.01		Any access to system data records containing Personal Identifiable Data and Confidential information (read or write) must be captured and retained as part of an audit log.		Must		0%

				2.02		All changes to system records must be captured and attributed to an individual user login and retained as part of an audit log.		Must

				2.03		All changes to system workflows should be attributable to an individual login and be retained as part of the audit log.		Must

				2.04		Once data is written to an Audit Log this MUST be accessible as Read-Only.		Must

				2.05		Audit logs MUST only be accessible to users with approved privileges.		Must

				2.06		All audit logs must be retained for a 30 years as defined in the retention policy 		Must

				2.07		A cloud solution should provide a mechanism for audit data to be downloaded for analysis.		Should

				2.08		The solution must ensure that any changes made to: - infrastructure                                                                                                         applications                                                                                                              -data                                                                                                                         in all environments is attributable to an individual.		Must

				2.09		Audit data must be held separately from operational data and be signed to prevent unauthorised changes		Must

				2.1		The system must ensure NHSBT can retain records needed for full traceability for at least 30 years from the point of receipt of the blood or blood component 		Must

				2.11		Blood establishments must retain specified information regarding donors, establishment activity and testing of donated blood for a minimum of 15 years .		Must

				2.12		All system records should be versioned so the time, date, system and author can be identified		Should



		3.Capacity		Background		The following statistics and information is presented to gain a sense of capacity needs of CMT.                                CMT IS A 24/7/365 service. The vast majority of users will access the system during normal working/daylights hours				0%

				3.01		The solution must be able to accommodate "x" transactions per second with a response time of "x" per transaction. The solution must be able to accommodate "x" transactions per day with a response time of "x" per second. 		Must

				3.02		The solution must be able to accommodate "x" concurrent users, and a maximum total number of "x" users. 		Must



		4. Data Management and Information Security		4.01		Data must be categorised and maintained in line with NHSBT Information Governance Policy.		Must		0%

				4.02		The system must protect the integrity, confidentially and security of data inline with NHSBT Information Governance and security policy. 		Must

				4.03		The provider must have established processes in place for the export of NHSBT data if either party terminate the service contract		Must

				4.04		Where data is recorded concurrently by more than one system the data owner must define which system generates and retains the primary record.		Must

				4.05		All medical records should be maintained in compliance with AoMRC medical record keeping standards		Should

				4.06		Any records management system must use metadata in compliance with: The Cabinet Office e-Government Metadata Standard v3.1 2006		Must

				4.07		Records must be stored using an agreed classification system		Must

				4.08		Any  complaint records recorded in the system should be stored separately from any relevant  medical record however be traceable to the medical record where relevant.		Should

				4.09		The system must support an auditable Freedom of Information process.		Must

				4.1		The solution must meet NHSBT’s requirements to maintain the Availability, Confidentiality and Integrity of patient, donor and organisational data at all times. 		Must



		5. Identity & Authentication		5.01		The solution must provide access to audit meta-data which must cover as a minimum, the number of modifications, deletions, access, views of relevant data.		Must		0%



		6. Legislative		6.01		NHSBT must comply with the following 		Must		0%

						1. General Data Protection Regulation 2016/679 

						2. Human Rights Act 1998

						3. The Freedom of Information Act 2000

						4. Access to Health Records Act 1990 (where not superseded by the Data Protection Act 1998)

						5. Computer Misuse Act 1990

						6. Copyright, Designs and Patents Act 1988

						7. Crime and Disorder Act 1998

						8. Electronic Communications Act 2000

						9. Regulation and Investigatory Power Act 2000 (and lawful business Practice Regulations 2001)

						10. Compliance with Communications Act 2003

						11. Common Law Duty of Confidentiality

						12. The Caldicott Principles

						13. Compliance with The Blood Safety and Quality Regulations 2005 (amended by the Blood Safety and Quality (Amendment) Regulations 2005 and the Blood Safety and Quality (Amendment) (No. 2) Regulations 2005)

						14.  The NHS Operating Framework 2012/13

						15.  The Human Tissue Act (2004) and subsequent amendments

						16.  The Tissue Quality and Safety Regulations (2007) and subsequent amendments

				6.02		NHSBT and its suppliers must comply with all audit requests from the MHRA (The Medicines and Healthcare products Regulatory Agency)		Must

				6.03		Electronic records may be signed electronically. Electronic signatures must be permanently linked to their respective record and include the time and date that they were applied		Must



		7. Recoverability		7.01		Execution of the backup process must not impact system availability or performance.		Must		0%

				7.02		A solution must have a defined and approved backup cycle and schedule.		Must

				7.03		Backups must be regularly tested to ensure they are functional.		Must



		8.Reliability & availability		8.01		The solution MUST support CMT [the peak times of usage and maximum transactional volumes] without a reduction in response time or functionality.		Must		0%

				8.02		The solution MUST support the specified number of users at peak times of usage of the system 		Must

				8.03		The solution MUST allow a user to login to the service within "nn" seconds of entering user credentials.		Must

				8.04		The solution must present a login screen within "nn" seconds of the user requesting to login.		Must

				8.05		Any Application/Code/Transaction level application monitoring in the background must not impact the user experience of solution		Must

				8.06		The solution must be available on a 24/7 basis (365/366 days a year, and achieve an availability rate of "x"%		Must

				8.07		Any system transactions that support the Manufacturing process ( i.e. request/response transactions)  should be completed in less than one second		Should



		9. Security		9.01		The solution must adhere to Digital's best practice data security guides at:  https://digital.nhs.uk/cyber-and-data-security/services?area=guidance-and-assurance		Must		0%

				9.02		Access permissions for application data must only be changed by the system’s data administrator. User access levels have been defined as:		Must

						- Role x/ Group 1

						- Role x Group 2

				9.03		The solution should have Intrusion prevention  / detection systems in place to protect NHSBT Data and Systems.		Should

				9.04		The solution must ensure communications are routed via a firewall when traversing a security boundary.		Must

				9.05		The solution must ensure there is  logical separation between production and non-production environments.		Must

				9.06		The solution must ensure that NHSBT’s network communications are logically separated from other clients.		Must

				9.07		Any cloud solution must have embeded  data anti-theft mechanisms to ensure the safeguarding of data 		Must

				9.08		The cloud solution MUST use end to end encryption to protect data whilst it is in transit or at rest.		Must

				9.09		The solution must not contain back door accounts, passwords or hard coded passwords that may allow an attacker to compromise the solution’s  security		Must

				9.1		The solution should ensure that where the use of federated authentication is not available, 2 factor authentication should be used.		Should

				9.11		All user accounts for the solution must be able to support a provisioning and approval process administered by NHSBT staff		Must

				9.12		The solution must ensure that all user accounts are requested to change passwords on a regular basis, the time period to be definable by NHSBT		Must

				9.13		The solution should automatically tailor menu systems for users based on security level. (Only seeing the functions applicable to the user’s role) 		Should

				9.14		Passwords MUST implement a minimum standard of complexity as defined by NHSBT.		Must

				9.15		The solution must allow system owners to review access permissions regularly.		Must

				9.16		The solution must allow users that leave the organisation to be removed from the system in line with NHSBT Policy		Must

				9.17		The solution should ensure that active sessions for a user are limited to one per user.		Should

				9.18		The solution must ensure that every user has a unique ID/system login attributable only to them.		Must

				9.19		The solution must ensure that user accounts logged on to the system must time-out after a pre-defined period of inactivity.		Must

				9.2		The solution must comply with POL 10 		Must

				9.21		All user access to the system must be compliant with the NHSBT Security Policy 		Must



		10. Service Delivery		10.01		The solution must have the ability to continuously integrate patches and fixes.		Must		0%



		11. Usability		11.01		Browser apps should not require plugins.		Should		0%

				11.02		Systems that use a browser should be designed responsively, such that screens are rendered well regardless of browser or device		Must

				11.03		User authentication of the solution should support federated authentication and follow the SAML (Single Sign-on) standard. 		Should

				11.04		The solution must ensure that email communications are sent from a recognisable corporate email address		Must







US

		CAPABILITY		ID's		REQUIREMENT DESCRIPTION		RFC Category
(MUST, SHOULD, COULD)				User Stories		Acceptance criteria		ID's

		Approvals and acceptance		US_006		Supports the approval of stock ordered, by a second authorised person		Must		Workshop User Stories 2024		As a user
I want to  have access to stock ordered
So that the stock can be approved  by the second person		Given that  I have access to stock ordered
When I click on stock ordered
Then I should be able to approve stock by second person		US_006

		Approvals and acceptance		US_009 and US_017		Supports the recording and generation of acceptance testing/certification/analysis to ensure compliance with specification items e.g. SPN's		Must		Workshop User Stories 2024		As a  user
I want to be able to support the recording of acceptance testing
So that  I can ensure stock complies with specification		Given that  I am able to access acceptance testing
When I click on acceptance testing
Then I should be able to record acceptance testing		US_009 and US_017

		Approvals and acceptance		RE_002		Able to receipt items or consumables, create product and track on system		Must		RH Email Mar 2024		As a user
I want to be able to receipt items or comsumables into the system  
So that I can maintain accurate record of stock level		Given that  I am able to access the receipt functionality on the system 
When I click on the receipt functionality
Then I should be able to validate all input field		RE_002

		Audit, Standards and Regulations		US_001 and RE_013 and US_033		Has the ability to view and support a full audit trail of all/any defined actions performed on stock ordered, managed and stored in accordance with regulations and internal policy		Must		Workshop User Stories 2024		As a User
I want to view full audit trail of all actions performed on stock ordered
So that I can monitor user activity within the system 		Given that  I have the access to view the audit trails
When I click on view audit trail actions
Then all changes made on stock ordered should be displayed		US_001 and RE_013 and US_033

		Change notifications		US_048		Has the ability to indicate an item requires receipt/approval urgently.		May		Workshop User Stories 2024

		Data management, analysis and reporting		US_022 and RE_014		Is able to extract data and export into/import from excel, pdfs		Should		Workshop User Stories 2024		As a user
I want to extract data from various sources
So that I can perform a trend analysis		Given that I have access to extract data from various sources
When I click on trend analysis
Then I should be able to view trends and pattern overtime		US_022 and RE_014

		Data management, analysis and reporting		US_027		Is able to generate expiry reports for products / consumables		Must		Workshop User Stories 2024		As a  user
I want to generate expiry reports for products / consumables
So that I can discard expiry product / consumable		Given that I have access to expiry reports for products / consumables
When click on expiry report
Then I should be able to generate all expired products / consumables		US_027

		Data management, analysis and reporting		US_028 and US_029 and RE_014		Has the ability for the user to define and generate storage capacity reports for all products and consumable.		Must		Workshop User Stories 2024		As a  user
I want to generate storage capacity reports for all poducts and consumables
So that I can manage inventory of products / consumables		Given that I have access to storage capacity      when I click on storage capacity                                   Then I should be able to generate all storage capacity reports of products / consumables		US_028 and US_029 and RE_014

		Data management, analysis and reporting				Has the ability to export/filter/search data by storage temperature from SPNs		Should				As a user
I want to export data by storage temparature
So that I can comply with storage requirements		Given that I have access to SPNs  
When click on export data
Then I should be able to export data by storage temperature

		Data management, analysis and reporting		US_031		Generates financial reports, value of stock being held or discarded both locally and nationally (conslidate from different sites)		Should		Workshop User Stories 2024		As a  user
I want to generate financial reports both locally and nationally
So that  I can analyse financiial insights effectively		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_031

		Data management, analysis and reporting		RE_011		Can generate categories for materials e.g internal vs external reagents		Could		RH Email Mar 2024						RE_011

		Data management, analysis and reporting		RE_012		Is fully searchable by item type or name or lot number - able to construct searches with word inclusions, categories etc		Must		RH Email Mar 2024						RE_012

		Document management		US_008		The system should have a database within the system of all SPN names for quick search		Could		Workshop User Stories 2024		As a  user
I want the system to link to controlled documents
So that I can receipt the item more efficiently 		Given that I have access to all documents
When I click on the document
Then I can view the document		US_008

		Document management		US_015		Supports the uploading (and storage of/linkage to) digital copies of documentation		Must		Workshop User Stories 2024		As a user
I want to be able to upload digital copies of documentation 
So that all documentation associated with an item is stored in one location		Given that I have access to storing document
When I click on store document
Then I should have document stored		US_015

		Manufacturing related		WD_010		Produces picking lists for products to be manufactured (e.g. may link with eBMR?)		Could		Word.doc from KW and RH 2023						WD_010

		Manufacturing related		US_041		Supports the ability to assign unique batch codes and project codes to each item of stock received or signed out for use.		Should		Workshop User Stories 2024		As a  user
I want to assign unique batch codes and project codes to each stock received
So that I can identify stocks with specific projects		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_041

		Manufacturing related		US_044		Has future proof ability to generate eBMR stock usage reports for manufacturing		Could		Workshop User Stories 2024		As a  Purchaser
I want to generate eBMR order reports
So that I can have a comprehensive overview of all manufacturing orders - NOT APPL. FOR PROCUREMENT		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_044

		System flexibility		RE_010		Is not limited to consumables management - potential to manage samples, products and equipment ( Would be good to remove requirement for ad hoc spreadsheets for in house reagents vat storage)		Must		RH Email Mar 2024						RE_010

		Integration		US_016		Has the ability to link with EMS to monitor and review temparatures when items are in storage		Could		Workshop User Stories 2024		As a user
I want to link the system with the EMS 
So that the temperatures during the period an item was in storage can be reviewed.		Given that I have access to quarantine room temperature
When I click on room temperature
Then the room temperature should be displayed		US_016

		Knowledge, training and guidance		US_021		Is able to host and/or support easy to follow training programs for the use of the system		Must		Workshop User Stories 2024		As a user
I want to have access to easy-to-follow training materials covering digital skills
So that I can leverage the benefits of the system effectively		Given that  I have access to training materials
When I click on training materials
Then the training materials should be displayed		US_021

		Knowledge, training and guidance		US_023		Provides easy to access technical help/prompts when using system.		Must (help/prompts)		Workshop User Stories 2024		As a user
I want to have access to training materials
So that I can rectify issues when encountered		Given that  I have access to training materials
When issues are encountered
Then I am able to rectify		US_023

		Label and scan		WD_006 and US_004 and US_037 and RE_008		Prints barcoded labels for each item (ideally with connection to zebra printer) with all relevant information: 1. Consumable Name and product code 2. Consumable lot number 3. SPN number and version number for item 4. Unique receipt code e.g. RCF00012  5. Expiry date and status, generating automatic data inout/output when scanned		Must		Word.doc from KW and RH 2023		As a user
I want to have stock labelled
So that the status of the item is visible				WD_006 and US_004 and US_037 and RE_008

		Label and scan		WD_008		Able to quickly scan items using handheld scanner. The system automatically prevents use of expired or rejected items.		Must		Word.doc from KW and RH 2023						WD_008

		Label and scan		WD_011		Supports barcoded storeroom locations for easy configuration/management of stock in the storerooms. Assists with quick sign out of stock.		Must		Word.doc from KW and RH 2023						WD_011

		Label and scan		RE_009		Label can include other information such as “1 of 3, 2 of 3…”		Should		RH Email Mar 2024						RE_009

		Label and scan		RE_015		Supports mobile/remote barcode scanning (consider Wifi)		Must		RH Email Mar 2024						RE_015

		Ordering and tracking		US_012		Tracks the dispatch of products to destination or other sites and monitors the temperature throughout the journey		Should/Could		Workshop User Stories 2024		As a user
I want to be able to track dispatch of product from site to destination
So that I can see the movement and temperature throughout the journey and send to Sponsors where required. 				US_012

		Stock control, ordering and tracking		WD_009		Prints stock inventory and expiry reports to inform consumables to order (for stock checks)		Must		Word.doc from KW and RH 2023						WD_009

		Stock control, ordering and tracking		WD_013		Tracks lot testing and release, gives warnings for minimum stock for all receipted consumables.		Must		Word.doc from KW and RH 2023						WD_013

		Stock control, ordering and tracking				System must be able to record outcome of any applicable acceptance testing		Should		RH meeting

		Stock control, ordering and tracking		US_019		Has the ability to track the information for stock orders such as frequency, numbers, automations and other relevant measures.		Must		Workshop User Stories 2024		As a user
I want to access a report displaying the frequency of orders
So that I can know about procurement patterns		Given that I have access to report displaying the frequency of orders
When I click on report
Then the frequency of  orders should be displayed		US_019

		Stock control, ordering and tracking		US_036		Ability to view real-time stock levels for all products in the inventory		Must		Workshop User Stories 2024		As a  user
I want to view real-time stock levels for all products in our inventory
So that I can make informed purchasing decisions		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_036

		Stock control, ordering and tracking		US_042 and WD_005		Provides the ability to send notification at minimum stock level.		Must		Workshop User Stories 2024		As a  user
I want to set up automatic ordering rules based on predefined triggers such as minimum stock levels, reorder points, or forecasted demand
So that I can streamline procurement processes		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_042 and WD_005

		Stock control, ordering and tracking		US_049		Supports location tracking (of items) and enables the user to view the location of the items in stock		Must		Workshop User Stories 2024		As a user
I want to be able to view the location of the item
So that I can locate it to take into use		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_049

		Stock control, ordering and tracking		RE_004		Is able to determine exactly where the item is (e.g. site, room, shelf) which can change on system when item is moved around. (Can this be a non-compulsary option embedded into the system? Or a more flexible option to state which room for example		Must		RH Email Mar 2024						RE_004

		Stock control, ordering and tracking		RE_007		Can provide bill of materials (picking lists) for projects/tasks. Will link with other module/data to confirm which materials are required for upcoming scheduled work and if they are available.  (Must be an option but not a requirement so we can use the system without having to go through a picking list)		Must		RH Email Mar 2024

		Stock control, ordering and tracking				Will link with other module/data to confirm which materials are required for upcoming scheduled work and if they are available.		Could		RH meeting

		Stock status management		US_003 and WD_007		Supports visibility and monitoring of items' stock's position status i.e. quarantine, released for use or rejected		Must		Workshop User Stories 2024		As a user
I want to monitor the items in quarantine
So that I can approve or reject stock under quarantine		Given that I have the access to quarantined stock items
When I click on  the quarantined items
Then I should be able to approve or reject stocks under quarantine		US_003 and WD_007

		Stock status management		US_030 and US_40		Tracks usage and records wastage of consumables including whether stock is accepted or non-accepted, listing reasons		Should		Workshop User Stories 2024		As a  manager
I want to Track all wastages
So that I can identify area of inefficiency and costs associated		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_030 and US_40

		Stock status management		RE_005		Sends notifications for item status change (expired) subject to eBMR contra-functionality		Could		RH Email Mar 2024						RE_005

		User access		WD_014 and RE_021		Supports multiple users/logins at same time to provide operational flexibility.		Must		Word.doc from KW and RH 2023						WD_014 and RE_021

		User access		US_011		Has the ability for admin to control who is able to restrict and modify activities and functions assigned to specific roles (configure roles-based access)		Must		Workshop User Stories 2024		As a  user
I want the system to restrict activities available for specific roles
So that  everyone can only complete relevant activites for their role type. 		Given that  xxxxxx 
When xxxxxx
Then xxxxxxx		US_011

		User access		RE_006		Can have certain roles set up with different accesses e.g. approvers and receipters. 		Must		RH Email Mar 2024						RE_006

		User access				Notify all sites that have a lot number if in case of a product recall		Should		RH meeting

		Audit, Standards and Regulations		WD_012 and US_10		Fully Data Integrity complaint system, meets 21 CFR part 11 and EudraLex annex 11 standards. Consider: 1. Data backup and archiving  2. Audit trails for each user action 3. User access management (Admin access, separate user levels) 4. Data control (critical data cannot be deleted/amended) See also MHRA		Must		Word.doc from KW and RH 2023

		Audit, Standards and Regulations		US_014 (See QA_1.0) and US_007 and US_002		The system should be compliant with all relevant regulations** throughout implementation, updates and BAU e.g. GMP, MHRA, HTA etc and standards for all ordering, review, receipting and approving all stock		MUST		Workshop User Stories 2024

		System flexibility		WD_003 and QA_01		Able to meet tailored requirements across multiple departments which have different regulatory requirements for stock inventory. 		Must		Word.doc from KW and RH 2023

		System flexibility		RE_001		Able to be modularised (can link with other modules for future proofing)		Should		RH Email Mar 2024

		Integration		WD_002 and US_025 and US_026		Has the capability to integrate with current LIMS (Hematos), eBMR's Qpulse and IProcureand ability to interoperate with APIs etc to future systems		Should		Word.doc from KW and RH 2023

		Platform		WD_004 and RE_016 and US_024		A cloud-hosted system so data can be accessed from anywhere e.g. remote access by QA if remote sign-off is required		Must		Word.doc from KW and RH 2023

		Platform		RE_019		Has the ability to support national network of working communicating across sites e.g. by user groups, by site. e.g. real-time sync or instances of per site. 		Must		RH Email Mar 2024

		Storage, back up and recovery		US_013		The system is able to back up latest stock data, should there be a system failure, and able to continue with correct numbers once restored.		Must		Workshop User Stories 2024

		Storage, back up and recovery		RE_020		Has ability to increase storage capacity and processing power -  Expandable to meet NHSBT requirements.		Must		RH Email Mar 2024






