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using a current Standard, which should include any amendments that may have been
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be found by visiting www.standards.org.au
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PREFACE

This Standard was prepared by the Standards Australian Committee HE-020, Medical
Refrigeration, to supersede part of AS 3864—1997, Medical refrigeration equipment—For
the storage of blood and blood products.

The objective of this Standard is to safeguard recipients of blood transfusions by ensuring
that blood and blood products are properly and safely stored at the required temperature in
refrigeration equipment or walk-in rooms specifically manufactured for the purpose.

The Standard consists of two parts:
Part 1: Manufacturing requirements

Part 2: User-related requirements for care, maintenance, performance verification and
calibration (this Standard

The principle differences between this edition and the 1997 edition are as follows:

(a) Separation of the Standard into two parts. Part 1 describes the requirements for
manufacturers of medical refrigeration equipment used for storing blood and blood
products. Part 2 is intended for the users of this type of equipment and describes the
requirements for its care, maintenance, performance verification and calibration.

(b) Recognition of the variety of data management technologies available for acquisition
and storage of data from temperature recording devices.

(c) Recognition of advancements in refrigeration system technology.

The term ‘normative’ has been used in this Standard to define the application of the
appendix which it applies. A ‘normative’ appendix is an integral part of a Standard.
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STANDARDS AUSTRALIA

Australian Standard

Medical refrigeration equipment—For the storage of blood and blood
products

Part 2: User-related requirements for care, maintenance, performance
verification and calibration

SECTION 1 SCOPE AND GENERAL

1.1 SCOPE

This Standard specifies user-related requirements for the care, maintenance, performance
verification and calibration of medical refrigeration equipment used for the storage of the
following:

(a) Blood and blood products in the temperature range 2°C to 6°C.
(b) Frozen plasma and plasma products at a temperature of —25°C or lower.

This Standard covers both reach-in cabinets and walk-in rooms. This Standard is intended
to be read in conjunction with AS 3864.1. Where the term ‘the Standard’ is used it refers to
both Parts 1 and 2 of AS 3864.

NOTE: In some situations equipment that complies with the Standard may also be required to
meet additional regulatory and/or clinical practice requirements. These requirements are outside
the scope of the Standard.

1.2 REFERENCED DOCUMENTS

The following documents are referred to in this Standard:

AS

3864 Medical refrigeration equipment—For the storage of blood and blood
products

3864.1 Part 1: For the storage of blood and blood products, and containers for the
transport of blood and blood products

AS ISO

15189 Medical laboratories—Particular requirements for quality and competence

AS/NZS ISO

9000 Quality management systems—Fundamentals and vocabulary

9001 Quality management systems—Requirements

ISO/IEC

17025 General requirements for the competence of testing and calibration

laboratories

1.3 DEFINITIONS
For the purpose of this Standard, the definitions below apply.
1.3.1 Accuracy

The degree of agreement between a measured value and the accepted reference value.
Documents
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1.3.2 Calibration

The demonstration that a particular instrument or device produces results within specified
limits by comparison with those produced by a traceable standard over an appropriate range
of measurements.

1.3.3 Certified thermometer

A thermometer that has been calibrated to a reference thermometer and is therefore
traceable to the national standard.

1.3.4 Correction factor (CF)

The value specified on a thermometer’s calibration certificate which has to be added to a
temperature reading to determine the true temperature (TT).

1.3.5 May
Indicates the existence of an option.
1.3.6 Reading temperature (RT)

The temperature obtained by direct reading of the thermometer used to conduct the test
measurement.

1.3.7 Reference thermometer

A thermometer that has been calibrated to the national standard by an accredited testing
laboratory and has a certificate provided by the calibration laboratory showing traceability
to the national standard.

1.3.8 Shall

Indicates a mandatory requirement.
1.3.9 Should

Indicates a recommendation.
1.3.10 True temperature (TT)

The temperature of the space being tested, adjusted for the correction factor of the
thermometer being used. Obtained by adding the thermometer’s correction factor (CF)
(specified on the thermometer’s calibration report) to the thermometer’s reading
temperature (RT):

TT =RT + CF
1.3.11 Verification (performance verification)

Obtaining objective evidence that a given item of equipment fulfils specified performance
requirements.
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SECTION 2 REQUIREMENTS FOR CARE,
MAINTENANCE, PERFORMANCE,
VERIFICATION AND CALIBRATION

2.1 SCOPE OF SECTION

This Section specifies the general requirements for care, maintenance, performance
verification and calibration of medical refrigeration equipment used for the storage of blood
and blood products.
NOTE: Vaccine, domestic or other types of refrigerator and freezers used, for example, by
General Practitioners (GPs), medical centres, commercial pharmacies, or patients in the home
transfusion setting, to store plasma derivatives or other manufactured blood products are outside
the scope of this Standard.

2.2 GENERAL REQUIREMENTS

Blood and blood products shall be stored in medical refrigeration equipment, either
standalone ‘reach-in’ cabinets or walk-in rooms, specifically manufactured for the purpose.

The organization which owns the medical refrigeration equipment used to store blood and
blood products is responsible for ensuring that it is properly managed in accordance with
the Standard and other regulatory requirements. The equipment needs to be appropriately
monitored and alarmed, and receive appropriate maintenance, servicing and performance
verification and calibration. Arrangements may be made, with the local transfusion service
provider or another similar organization, to assume some or all of the responsibility for
managing the medical refrigeration equipment. Compliance with this Standard may be used
to demonstrate responsible practice but that compliance does not guarantee all regulatory
requirements are met.

The procedure described is not intended to be limiting, and alternatives may be acceptable.
NOTE: Organizations choosing to adopt alternative approaches for managing performance
verification and calibration testing may be required to provide evidence to the applicable
regulatory or accrediting authorities that demonstrate the alternative approach meets the intent of
this Standard.

2.3 STAFF TRAINING

All staff using, monitoring, servicing and/or testing medical refrigeration equipment in
which blood and blood products are stored shall have received appropriate training.
Training records shall be kept.

2.4 MAINTENANCE, PERFORMANCE VERIFICATION AND CALIBRATION
2.4.1 General

All medical refrigeration equipment used to store blood and blood products shall have a
program of regular maintenance, performance verification and calibration with testing at
defined intervals or as otherwise deemed necessary.

Such programs shall be in accordance with this Standard, applicable national standards and
accreditation requirements with records kept as per the requirements of accrediting bodies
and/or state, territory or national regulations.

The intervals described in this Standard for the procedures associated with maintenance,
performance verification and calibration are considered minimum requirements but more
frequent performance may be desirable especially for older equipment. Similarly testing of
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