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PREFACE

This Standard was prepared by the Australian members of Joint Australia/New Zealand
Standards Committee ME-060, Controlled Environments, to supersede AS 2567—2002,
Laminar flow cytotoxic drug safety cabinets, and AS 2639—1994, Laminar flow cytotoxic
drug safety cabinets—Installation and use.

After consultation with stakeholders in both countries, Standards Australia and Standards
New Zealand decided to develop this Standard as an Australian Standard rather than an
Australian/New Zealand Standard.

The objective of this Standard is to specify the basic requirements for cytotoxic drug safety
cabinet (CDSC) design, construction, installation, testing and use.

A cytotoxic drug safety cabinet (CDSC) is designed to provide both an aseptic environment
and containment of cytotoxic materials. However, in order to provide these conditions, the
unit requires assistance from a network of specially designed cleanrooms. AS 2567 and
AS 2639 are therefore being combined.

This Standard is Part 5 of the AS 2252 series on controlled environments. When the
revisions of AS 2252.1—2002 and AS 4273—1999 (to be AS 2252.7) are completed, the
series will comprise the following:

AS

2252  Controlled environments

2252.1 Part1: Biological safety cabinets Class [—Design

2252.2 Part2: Biological safety cabinets Class II—Design

2252.3 Part3: Biological safety cabinets Class III—Design

2252.4 Part4: Biological safety cabinets Class] and II—Installation and wuse
(BS 5726:2005, MOD)

2252.5 Part5: Cytotoxic drug safety cabinets—Design, construction, installation,
testing and use (this Standard)

2252.6 Part 6: Clean workstations—Design, installation and use

2252.7 Part7: Pharmaceutical isolators—Design, installation and use

Compliance with an Australian Standard does not of itself confer immunity from legal
obligations.

The terms ‘normative’ and ‘informative’ have been used in this Standard to define the
application of the appendix to which they apply. A ‘normative’ appendix is an integral part
of a Standard, whereas an ‘informative’ appendix is only for information and guidance.



This is a free page sample. Access the full version online.

3 AS 2252.5:2017
CONTENTS
Page
FOREWORD ...ttt ettt e ettt e e ettt e e et e e e ettt e e e eabe e e e eanees 4
L SCOPE . ettt e ettt e e s 5
2 APPLICATION ...ttt ettt e et e e e ettt e e s st e e s s bt e e e enabaeeeeaane 5
3 REFERENCED DOCUMENTS ..ottt 6
4 DEFINITIONS ..ttt sttt e sttt e e s eabaeee e 7
5  GENERAL REQUIREMENTS .....oiiiiiiiiiiee ettt e e e 7
6 CONSTRUCTION REQUIREMENTS FOR A CDSC......coooiiiiiiiiiiiiiiiecenieeeeae 12
7  PERFORMANCE REQUIREMENTS FOR A CDSC ......coiiiiiiiiiiiiiieeiieeeeieeee 18
8  DESIGN AND CONSTRUCTION OF A CONTROLLED ENVIRONMENT
FOR COMPOUNDING CYTOTOXIC DRUGS .....ooiiiiiiiiiiiiiiieeeieee e 22
9  OPERATIONAL USE OF A CDSC ...ttt 27
APPENDICES
A SUITABLE PROCEDURE FOR THE SEALING AND SAFE REMOVAL
OF CABINET SUMP HEPA FILTERS ......ccoiiiiiiiiiicee e 31
B CLEAN-UP PROCEDURE FOLLOWING SPILLAGE IN THE CDSC ................... 32
C USE OF THE CDSC WITH PRIONS IN MICROBIOLOGICAL
CONTAINMENT LABORATORIES. ..ottt 34

D CYTOTOXIC DRUG SAFETY CABINET QUOTATION REQUESTS.................. 36



¥ SAIGLOBAL

This is a free preview. Purchase the entire publication at the link below:

Product Page

@ Looking for additional Standards? Visit Intertek Inform Infostore

@ Learn about LexConnect, All Jurisdictions, Standards referenced in Australian legislation


https://shop.standards.ie/en-ie/standards/as-2252-5-2017-99379_saig_as_as_208939/
https://www.intertekinform.com
https://www.intertekinform.com/en-au/regulatory-management/lexconnect-and-codeconnect/

