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Biological evaluation of medical devices—Part 16:
Toxicokinetic study design for degradation products
and leachables

Approved 30 October 2020 by
AAMI

Approved 6 November 2020 and reaffirmed 9 October 2023 by
American National Standards Institute

Abstract: This document provides principles on designing and performing toxicokinetic studies relevant to
medical devices. Annex A describes the considerations for inclusion of toxicokinetic studies in the
biological evaluation of medical devices.
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AAMI Standard

This Association for the Advancement of Medical Instrumentation (AAMI) standard implies a consensus of those
substantially concerned with its scope and provisions. The existence of an AAMI standard does not in any respect
preclude anyone, whether they have approved the standard or not, from manufacturing, marketing, purchasing, or using
products, processes, or procedures not conforming to the standard. AAMI standards are subject to periodic review, and
users are cautioned to obtain the latest editions.

CAUTION NOTICE: This AAMI standard may be revised or withdrawn at any time. AAMI procedures require that action
be taken to reaffirm, revise, or withdraw this standard no later than five (5) years from the date of publication. Interested
parties may obtain current information on all AAMI standards by calling or writing AAMI.

All AAMI standards, recommended practices, technical information reports, and other types of technical documents
developed by AAMI are voluntary, and their application is solely within the discretion and professional judgment of the
user of the document. Occasionally, voluntary technical documents are adopted by government regulatory agencies or
procurement authorities, in which case the adopting agency is responsible for enforcement of its rules and regulations.

Published by

AAMI
901 N. Glebe Road, Suite 300
Arlington, VA 22203

www.aami.org

© 2020 by the Association for the Advancement of Medical Instrumentation
All Rights Reserved

This publication is subject to copyright claims of ISO and AAMI. No part of this publication may be reproduced or
distributed in any form, including an electronic retrieval system, without the prior written permission of AAMI. All
requests pertaining to this draft should be submitted to AAMI. It is illegal under federal law (17 U.S.C. § 101, et seq.)
to make copies of all or any part of this document (whether internally or externally) without the prior written permission
of the Association for the Advancement of Medical Instrumentation. Violators risk legal action, including civil and
criminal penalties, and damages of $100,000 per offense. For permission regarding the use of all or any part of
this document, contact the Copyright Clearance Center.
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Committee representation

Association for the Advancement of Medical Instrumentation
BE/WG13, Toxicokinetics

The adoption of ISO 10993-16 as an American National Standard was initiated by the AAMI/BE/WG13, Toxicokinetics
working group. AAMI/BE/WG16 provides input to the AAMI Biological Evaluation committee (AAMI/BE), which is the
responsible group for providing the U.S. input to the relevant group in ISO/TC 194. U.S. representatives
from AAMI/BE/WG13 and the TAG played an active part in developing the ISO document.

At the time this document was published, AAMI/BE/WG13 has the following members:

Cochairs: Pushya Potnis
Sandra Savidge

Members: Baris Agar, Baxter Healthcare Corporation
Peter Alwin, WuXi AppTec Inc
Barry Astroff, Alcon Laboratories Inc
Lindsey Borton, Smiths Medical
Ronald Brown, Risk Science Consortium, LLC
Sarah Campbell, Sotera Health LLC
Julia Cesur-Levinsky, Medline Industries Inc
Kelly Coleman, Medtronic Inc Campus
Elaine Daniel, NAMSA
Gloria Frost, Cardinal Health
Todd Kennedy, WL Gore & Associates Inc
Cheryl Marker, University of Minnesota Department of Pharmacology
Taryn Meade, Fresenius Medical Care
Anurag Mishra, Avanos Medical
Deanna Porter, Abbott Laboratories
Pushya Potnis, FDA/CDRH
Sandra Savidge, Johnson & Johnson
Anita Sawyer, Anita Sawyer Consulting
Brian Wallace, Intuitive Surgical Inc
Janel Warmka, Boston Scientific Corporation
Roberto Zumbado, Philips

Alternates: Jean Bendaly, Medtronic Inc Campus
Joseph Carraway, NAMSA
Shell Collins, Abbott Laboratories
Kristen Dusenbury, Boston Scientific Corporation
Trevor Fish, Sotera Health LLC
Erin Grubbs, Cardinal Health
Hooman Kashani,Intuitive Surgical Inc
Joyce Lee, Owens & Minor
Shrawan Mishra, WuXi AppTec Inc
Sharmilee Sawant, Avanos Medical
Paul Valaitis, Baxter Healthcare Corporation
Qin Zhang, FDA/CDRH
Yuzhao Zhou, Johnson & Johnson

NOTE Participation by federal agency representatives in the development of this standard does not constitute
endorsement by the federal government or any of its agencies.
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