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Foreword

This document (EN 285:2006/prA1:2006) has been prepared by Technical Committee CEN/TC 102
“Sterilizers for medical purposes”, the secretariat of which is held by DIN.

This document is currently submitted to the CEN Enquiry.

Revised text

2 Clause
Add

EN 867-5, Non-biological systems for use in sterilizers — Part 5: Specification for indicator systems and
process challenge devices for use in performance testingfor small sterilizers type B and type S

7.1.13

Delete at the end of the first sentence "(e.g. the'sterilization of instriments, textiles, rubber)"
8.1.3

replace the text of "NOTE 2" by the following

"NOTE 2 In healthcare there has been an increase:in the use of instruments with long lumens. For some of these
instruments the dilution efficacy identified by the tests based on textile loads may be inadequate. These tests have their
origin in the steam penetration test using a textile pack2 conceived during a period when products processed routinely in
healthcare were predominantly textile. It was-designed to establish that at the commencement of the plateau period, air
dilution had been sufficient to achieve a vapour temperature throughout a textile load equivalent to the vapour pressure of
the steam in the sterilizer chamber. The hollow load test compliments these tests and should be regarded as an addition
to, and not as a replacement to them.”A successful hollow load test indicates adequate air dilution and even steam
penetration into a process challenge device. A failure of any steam penetration test can be caused by an inefficient air
removal stage, the presence of an air leak into the sterilizer chamber, and/or the presence of non-condensable gases in
the steam supply."

Add a new subclause
8.1.4 When tested in accordance with Clause 15, the result shall be in accordance with 8.3.5.

Add a new subclause

8.3.5 Hollow load test

When the sterilizer is tested in accordance with Clause 15, the indicator system shall have reached its defined
endpoint as described by the manufacturer of the indicator system.

14.1.1
Table 4

Delete the 1 line of Table 4 completely.
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Add under air removal and steam penetration:

- hollow load test, requirement according to: 8.3.5; test according to: 15; Type test (see Annex F): X;
14.3

add under 1): "hollow load test"

Delete item j).

Replace Clause 15 by the following text:

15 Hollow load test

15.1 General

The hollow load test is used to demonstrate that at the levels at which the controls are set, air dilution from
within the test piece is sufficient to permit even steam penetration into it.

15.2 Apparatus

15.2.1 One hollow load process challenge device as described in 24.8, and:preconditioned such that the
internal environment within the lumen and capsule are at-a temperature .of between 20 °C and 30 °C and a
relative humidity between 40 % and 60 %.

NOTE Residual moisture from previous use, trapped within the*hollow-load process challenge device will have a
deleterious effect on the test results.

15.2.2 Hollow load process challenge device and indicator-system in accordance with EN 867-5 .

15.2.3 Connected services complying with clause 13:

15.3 Procedure

15.3.1 Select the sterilization cycle to be:tested (see 7.1.13). Ensure the plateau period is within the time and
temperature exposure limits specified for the indicator system identified in 15.2.2.

15.3.2 Carry out a sterilization cycle with the sterilizer chamber empty and without any extended drying time.

NOTE This cycle may be omitted if data is available to demonstrate that conditioning by the previous cycle has a
similar effect.

15.3.3 Open the capsule of the hollow load process challenge device and then following the manufacturer's
instructions, confirm;

a) liquid water is not visually present;
b) the seal and its mating surfaces are satisfactory.

15.3.4 Following the manufacturer's instructions, insert into the capsule an indicator system (15.2.2) and
then replace the seal and cap.

15.3.5 Place the hollow load test pack above the nominal geometric centre of the horizontal plane of the
usable space supported between 100 mm and 200 mm above the chamber base.

15.3.6 Carry out a sterilization cycle in accordance with the manufacturers operating procedure.
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15.3.7 At the end of the test examine the indicator system for compliance with the requirements specified in
8.3.5.

15.3.8 Dispose the used indicator systems in accordance with the manufacturer's instructions.
Delete 24.8 completely

26.3

List item b), 2™ dash:

delete the wording in brackets "(e.g. porous load, metal load, rubber load); kind of packing)"

Annex E

Table E.1

Amend Table E.1 as follows:

Replace the line "miobiological test, rubber" by the following:

hollow load test, requirement according to 8.3.5, test according to 15, Installation Qualification: -; Operational
Qualification: XX .

Annex F
F.1

In the last paragraph, fist sentence, replace "rubber" by “hollow”
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