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Foreword

The following verbal forms are used within AAMI documents to distinguish requirements from other types of provisions
in the document:

“shall” and “shall not” are used to express requirements;
— “should” and “should not” are used to express recommendations;
— “may” and “may not” are used to express permission;
— “can” and “cannot” are used as statements of possibility or capability;
— “might” and “might not” are used to express possibility;

— “must’ is used for external constraints or obligations defined outside the document; “must” is not an
alternative for “shall”.

Suggestions for improving this document are invited. Comments and suggested revisions should be sent to Standards,
AAMI, 901 N. Glebe Road, Suite 300, Arlington, VA 22203 or standards@aami.org.

X © 2024 Association for the Advancement of Medical Instrumentation m AAMI TIR99:2024


mailto:standards@aami.org

AAMI Technical Information Report AAMI TIR99:2024

Processing of dilators, transesophageal and
ultrasound probes in health care facilities

NOTE  This technical information report is not a standard, and the material contained herein is not normative in nature. The
committee has used the term "shall" in a few instances, based on their knowledge of requirements contained in relevant standards
and regulatory requirements.

1 Scope

11 General

This Technical Information Report (TIR) provides guidance for the proper processing of dilators and ultrasound probes
in health care facilities to assist in making them safe and effective for use in patient care. It includes the information on
selection and use of cleaning, disinfection, and sterilization systems that have been cleared for marketing by the US
Food and Drug Administration (FDA) for use in hospitals and other health care facilities. It is intended to provide clear
and comprehensive information and direction for health care personnel regarding the processing of these devices and
accessories.

1.2 Inclusions

This TIR covers the processing of dilators (e.g., vaginal, esophageal, rectal, cervical, tracheal, nasal, urethral),
ultrasound probes (e.g., intraoperative, transesophageal, transrectal, transvaginal, ophthalmic, and surface), and
accessories. The TIR addresses criteria for selecting the proper cleaning, disinfection, and/or sterilization method based
on the manufacturer’s written instructions for use (IFU) and types of procedure.

Specific topics addressed include:
a) information to be provided by the original equipment manufacturer (OEM);
b) assigning the Spaulding classification to clinical use of ultrasound probes and dilators;
c) use of probe covers;
d) use of ultrasound gel or an acoustic coupling agent and accessories;
e) functional and physical design criteria for processing areas;

f)  medical device processing personnel qualifications, education, training, and competency verification and
other personnel considerations;

g) receiving, transporting, and handling of contaminated devices;
h) cleaning and decontamination;

i) preparation and packaging;

j)  disinfection;

k) sterilization;

I) transportation post-processing;
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