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1. Scope

1.1 This guide describes methods for selecting test soils for
cleaning validations based upon the characteristics of the soil,
the physical characteristics of the device, and the clinical use of
the device.

1.2 This guide describes the preparation and use of some
test soils for the validation of cleaning instructions for reusable
medical devices.

1.3 Reusable medical devices such as endoscopes, ar-
throscopic shavers, surgical instruments, and suction tubes are
exposed to biological soils during clinical use. Preparation of
these devices for reuse requires cleaning and disinfection
and/or sterilization as applicable. Adequate cleaning is the first
step in a process intended to prevent contaminant transfer to
the next patient and medical practitioner. The soils, if inad-
equately removed, can interfere with disinfection and steriliza-
tion processes, as well as performance of the device. Accep-
tance criteria are based either on a visual assessment or
quantitatively specified marker(s) endpoint(s) of the soil or
both (ISO/TS 15883-5, Section 1). Endpoints after cleaning
should be based upon possible interference with disinfection/
sterilization, risk to the patient or health care worker from the
contaminant during further handling, and endpoints for clean-
ing established in the scientific literature.

1.4 The test soils are designed to simulate the contaminants
that medical devices are likely to come in contact with during
clinical use. The test soils discussed in this guide are a mixture
of constituents that simulate what is commonly found in human
secretions, blood, tissue, and bone fragments/shavings as well
as non-patient derived soil (e.g., bone cement, lubricants, and
dyes) during clinical procedures. The test soils also simulate
the physical parameters (e.g., viscosity, adhesion) of clinical
material to which the medical devices will be exposed.

1.5 Exclusion:
1.5.1 This guide does not include methods to validate

cleaning processes to remove residues from manufacturing

1.5.2 This guide does not describe the soil/inoculum used
for validation of disinfection or sterilization instructions. Dis-
infection or sterilization validation requires separate testing
that is independent of cleaning validation studies.

1.5.3 Test soils described are not intended for use by health
care facilities to verify the effectiveness of their cleaning
process.

1.5.4 The test soil recipes are not intended to encompass
every biological residue with which a medical device is likely
to come into contact.

1.6 Test soil formulations not described in this guide may be
clinically relevant and may be more appropriate for simulated-
use testing depending upon the clinical use of the medical
device. The burden is upon the medical device manufacturer to
determine and justify scientifically the selection of test soil(s).

1.7 The values stated in SI units are to be regarded as the
standard. No other units of measurement are included in this
standard.

1.8 This standard does not purport to address all of the
safety concerns, if any, associated with its use. It is the
responsibility of the user of this standard to establish appro-
priate safety and health practices and determine the applica-
bility of regulatory limitations prior to use.

2. Referenced Documents

2.1 ASTM Standards:2

D445 Test Method for Kinematic Viscosity of Transparent
and Opaque Liquids (and Calculation of Dynamic Viscos-
ity)

D1193 Specification for Reagent Water
D3330/D3330M Test Method for Peel Adhesion of Pressure-

Sensitive Tape
D3359 Test Methods for Measuring Adhesion by Tape Test
D4212 Test Method for Viscosity by Dip-Type Viscosity

Cups
D4287 Test Method for High-Shear Viscosity Using a Cone/

Plate Viscometer

1 This test method is under the jurisdiction of ASTM Committee F04 on Medical
and Surgical Materials and Devices and is the direct responsibility of Subcommittee
F04.15 on Material Test Methods.
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