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ASTM deviations to ISO 10079-2: 1999

5.2.1 General
(Replace 5.2.1 with the following)

Note: Suction performance may be markedly affected by the length diameter and degree
of collapse of the suction tubing.

5.2.1.1 If supplied, suction tubing shall have an internal diameter of not less than 6 mm.

5.2.1.2 When tested in accordance with A.2, the degree of collapse of the suction tubing
supplied with the equipment shall be less than 0.5 throughout its entire length.

Rationale for ASTM deviation: Structured similar to ISO 10079 - 3

6 Operational requirements
(Add the following)

6.8 The performance criteria in Clause 8 shall be met using a force of less than 350 N for
foot-operated equipment and less than 45 N for hand-operated equipment.

Rationale for ASTM deviation: These requirements are necessary so that equipment can
be operated without excessive effort on the part of the operator. These requirements can
be found in CGA Z168.11-94.

8.1 Vacuum
(Replace with the following)

When tested in accordance with A.6, the suction equipment shall develop a vacuum of at
least 40 kPa within 10 s, unless either marked as “low vacuum” or marked with the
maximum vacuum that can be developed.

Rationale for ASTM deviation: This allows for equipment other than high vacuum if
appropriately labeled. This modification is based on CGA Z168.11-94.

8.3 Free air flow
(Replace with the following)

When tested in accordance with A.7, the peak free air flow shall be at least 20 L/min
unless marked “low flow.”

Equipment intended for thoracic drainage, wound drainage, and intermittent and
interrupted suction shall be exempt from the requirements of this clause.
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Rationale for ASTM deviation: This allows for equipment other than high flow if
appropriately labeled and exempts application-specific equipment. This modification is
based on CGA Z168.11-94.

10 Marking
(Replace a) with the following)

For equipment not intended for field and/or transport use, the unit shall be marked
appropriately based on the performance in Clause 8.

Rationale for ASTM deviation: To make marking consistent with performance.

11 Information to be supplied by manufacturer
(Add the following)

p) whether or not the suction equipment is suitable for use in a magnetic resonance
imaging (MRI) unit.

Rationale for ASTM deviation: This knowledge is necessary for safe use.

A.6 Test for vacuum
(Replace with the following)

Set up the suction equipment with the collection container in place and, using a short
tube, fit a vacuum indicator to the container inlet, totally occluding the inlet. Operate the
equipment at a frequency not exceeding 2 Hz. Record the reading of the vacuum
indicator after 10 s.

Rationale for ASTM deviation: It may not be possible to fit a vacuum indicator directly
to the container inlet.
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