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1
Scope
This document has been created to define the user requirements for the purchase of a stand alone Blood Storage Refrigerator for the storage of crossmatched blood within the Blood Bank of the insert Trust/Hospital name and address.  As identified by relevant guidelines:

Red cell blood components must be stored with a core temperature of between +2 oC and +6oC throughout its shelf-life.

1.1
Objectives

Blood will be stored within the refrigerator either as stock or for up to 48 hours whilst it is reserved as crossmatched for a patient. 

1.2 Benefits

The purchase of this equipment is in order to replace equipment that is either:

a) Additional equipment

b) Replacement equipment.

2
Terminology
This document refers to the features and attributes the blood refrigerator should have and how it should perform from the user perspective. The URS describes what the proposed system will do, but nothing about how it will be built or implemented.

Narrative descriptions and diagrams can be used to show the services the proposed system will deliver and its limitations. 

The document can be used as a “contract” between the client and the equipment supplier who will provide and install the system. 

Key words used within the URS include “must”, “must not”, “should”, “should not”, “recommended”, and “may” or “optional” and are to be interpreted as follows:

Must
this word means that the definition is an absolute requirement of the specification.

Must not 
This phrase means that the definition is an absolute prohibition of the specification.

Should
This word or the adjective “Recommended” means that there may exist valid reasons in particular circumstances to ignore a particular item, but the full implications must be understood and carefully weighed before choosing a different course.

Should not
This phrase means that there may exist valid reasons in particular circumstances when the particular behaviour is acceptable or even useful but the full implications should be understood and the case carefully weighed.

May
This word, or the adjective “optional” means that an item is truly optional
Definition of Signatures

Reviewed by

A review signature verifies that, as a competent reviewer, it is considered that the content of this document is sufficient to meet the regulatory guidelines on validation and GXP requirements.

Approved by:

An approval signature indicates that the content of this document is sufficient to meet the regulatory guidelines on validation and GXP. It will also ensure that the appropriate personnel have reviewed this document. The Quality Manager will approve this document.

3
Regulations
· The Blood Safety and Quality Regulation (No 50) 2005.

· BS 4376:1982: Specification for electrically operated blood storage refrigerators

· European Blood Directive-  (2002/98/EC)

4
Use
This blood fridge is will be used for storage of red cells either as stock or  after having been crossmatched and electronically issued for individual patients and before collection and transportation to the patient’s location. 

The blood fridge must maintain red cells within the temperature range as defined within The Blood Safety and Quality Regulation (No 50) 2005, which requires blood to be stored between +2 and +6oC. The blood refrigerator will have its temperature monitored constantly both by integral technology and an external temperature monitoring system.

4.1
Capacity/Specification
The equipment must be able to maintain product temperature between +2oC and +6oC and must be able to hold up to xxx red cell units.

The unit will have solid/glass door

The unit must be capable of being sited in an area height, width, depth
4.2
Operational Requirements
· Air temperature in the unit must be maintained at a mean temperature of between 2 – 60C +/- 0.50C.
· Air temperature should be monitored and controlled within a range of between  1 – 70C when the door is closed, even during defrost cycles
· Temperature spread throughout the unit should be tightly controlled with a maximum temperature spread of 1oC at any one time.
4.3
Process Requirements

Red cell blood components must be stored between at a core temperature of between 2 – 60C +/- 0.50C 

4.4
Process Control

Temperature must be controlled by dual compressors, each one capable of acting independently and maintaining the temperature between 2 – 60C +/- 0.50C.

5
Functions
5.1
Operation

The fridge must be installed on site by the manufacturer/supplier who will provide documentation for Installation and Operational Qualification.

A calibration certificate will be given for any equipment used to calibrate/install the refrigerator.

5.2
Control System requirements

There shall be at least 2 temperature probes, one in air and the other in a buffered load (equivalent to 200ml)
Temperature shall be displayed digitally 

An output to a printed/graphical display

An output shall be provided to an external temperature monitoring system

5.3
Power Failure/Recovery

In the event of a power failure, the system shall retain temperature within limits for a period of time to be specified by the manufacturer

5.4
Recovery methods

Manual restart to last state before power loss to the set points.
Automatic restart to last state before power loss to the set points
5.5
Alarms/Warnings

Audible and visual alarms will be activated on deviation of the product temperature from 2-6oC limits; this may be controlled via Monitoring System.

Audible and visual alarms should be activated on the door being opened for an extended period of time.

Audible and visual alarms should be activated on power failure

Alarm limits should be able to be modified by operator. Operator training is given to ensure the set points and alarms setting are not changed to out with the correct temperatures. Should the set point be changed accidentally monitoring system will alarm as the set point and the alarm points are entered into the system and the system is password protected.

5.6
User interfaces

The control panel shall include interfaces with the operator that ensures easy, safe and reliable operation.

Access port should be included to allow for ingress of external alarm probes

5.7
Environment

No special environmental conditions are required.

5.8
Physical conditions

Construction and function must comply with BS 4376

Refrigerator must run on UK electrical supply

Refrigerator shall have automatic defrost

Refrigerator shall have magnetic locks suitable or conversion to electronic locks for blood tracking system

5.9
Environmental Classifications

No special environmental classification is required though the environment should not create conditions that affect the integrity of the donations.

5.10
Biohazard level

The Blood Fridge shall be CE Marked 

5.11
Cleaning Requirements

All surfaces must be accessible and be able to be wipe-cleaned

5.12
Sterilisation Requirements

No special sterilisation conditions are required

5.13
Intended Operating Environment

Operating Environment for the Blood Refrigerator will be within standard Laboratory room conditions.

6 Requirements for Installation

6.1
Calibration

All temperature measuring and recording equipment must be calibrated with a tolerance of +/- 0.5oC and a calibration certificate provided for any equipment used to install/calibrate the refrigerator.

6.2
Deliverables

Deliverables identified in this document will be identified in advance and at the time of installation by the manufacturer.

6.3      Documentation

Appropriate user manuals and schematics will be provided by the supplier

6.4      Training

Appropriate training along with documentation will be provided by the supplier.

6.5      Tools and Spares

Spares will be identified by the supplier.

6.5      PPM/Calibration/Servicing/Re-Validation(Mapping)

Will be identified by the supplier and the Trust
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