°
w SLOVENSKI STANDARD

SIST-TP CEN ISO/ASTM/TR 52916:2022
01-september-2022

Aditivnha proizvodnja za medicino - Formati datotek - Optimizirani medicinskKi
slikovni posnetki (ISO/ASTM TR 52916:2022)

Additive manufacturing for medical - Data - Optimized medical image data (ISO/ASTM
TR 52916:2022)

Additive Fertigung - Datenformate - Normspezifikation fur optimierte medizinische
Bilddaten (ISO/ASTM TR 52916:2022)

Fabrication additive dans le secteur médical - Données - Données d'images médicales
optimisées (ISO/ASTM TR 52916:2022)

Ta slovenski standard je istoveten z: CEN ISO/ASTM/TR 52916:2022

ICS:
11.040.99 Druga medicinska oprema Other medical equipment
25.030 3D-tiskanje Additive manufacturing

SIST-TP CEN ISO/ASTM/TR 52916:2022 en,fr,de

2003-01.Slovenski institut za standardizacijo. RazmnoZevanje celote ali delov tega standarda ni dovoljeno.



SIST-TP CEN ISO/ASTM/TR 52916:2022

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST-TP CEN ISO/ASTM/TR 52916:2022
https://standards.iteh.ai/catalog/standards/sist/6d11be76-2001-4492-82¢e-
bb01af2208b2/sist-tp-cen-iso-astm-tr-52916-2022




TECHNICAL REPORT CEN ISO/ASTM /TR
RAPPORT TECHNIQUE 52916
TECHNISCHER BERICHT

February 2022

ICS 25.030

English Version

Additive manufacturing for medical - Data - Optimized
medical image data (ISO/ASTM TR 52916:2022)

Fabrication additive dans le secteur médical - Données Additive Fertigung - Datenformate - Normspezifikation
- Données d'images médicales optimisées (ISO/ASTM fiir optimierte medizinische Bilddaten (ISO/ASTM TR
TR 52916:2022) 52916:2022)

This Technical Report was approved by CEN on 18 January 2022. It has been drawn up by the Technical Committee CEN/TC 438.
This European Standard was corrected and reissued by the CEN-CENELEC Management Centre on 09 March 2022.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway,

Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and
United Kingdom.

. — |

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

CEN-CENELEC Management Centre: Rue de la Science 23, B-1040 Brussels

© 2022 CEN  All rights of exploitation in any form and by any means reserved Ref. No. CEN ISO/ASTM/TR 52916:2022 E
worldwide for CEN national Members.



CEN ISO/ASTM/TR 52916:2022 (E)

Contents Page

EUTOPEAN fOT@WOTI(......iuiuisinssnsssisissssssssssssssssssssssssssssssssssssssasasssssss s ssssssas sssssssssasasss s e e s sessassssssasasasanansnsnsnsnsssssssssasanass 3



CEN ISO/ASTM/TR 52916:2022 (E)

European foreword

This document (CEN ISO/ASTM/TR 52916:2022) has been prepared by Technical Committee ISO/TC
261 "Additive manufacturing" in collaboration with Technical Committee CEN/TC 438 “Additive
Manufacturing” the secretariat of which is held by AFNOR.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN shall not be held responsible for identifying any or all such patent rights.

Any feedback and questions on this document should be directed to the users’ national standards
body/national committee. A complete listing of these bodies can be found on the CEN website.

Endorsement notice

The text of ISO/ASTM TR 52916:2022 has been approved by CEN as CEN ISO/ASTM/TR 52916:2022
without any modification.
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of
any patent rights identified during the development of the document will be in the Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about ISO's adherence to
the World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT), see
www.iso.org/iso/foreword.html.

This document was prepared by ISO/TC 261, Additive manufacturing, in cooperation with ASTM
Committee F42, Additive Manufacturing Technologies, on the basis of a partnership agreement between
ISO and ASTM International with the aim to create a common set of ISO/ASTM standards on additive
manufacturing. and in collaboration with the European Committee for Standardization (CEN) Technical
Committee CEN/TC 438, Additive manufacturing, in accordance with the Agreement on technical
cooperation between [SO and CEN (Vienna Agreement).

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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Introduction

This document has been developed in close cooperation of ISO/TC 261 and ASTM F 42 on basis of a
partnership agreement between ISO and ASTM international with the aim to create a common set of
ISO/ASTM standards on additive manufacturing.

Digital imaging and communications in medicine (DICOM) image files cannot be used directly for 3D
printing; further steps are necessary to make them readable by additive manufacturing system. In
particular, as the thickness of the computed tomography slice increases, there is a problem that the
error in 3D reconstruction of the anatomical structure increases. Therefore, the focus of this technical
report is to automatically reconfigure the slice interval through the application of isotropic conversion
technology to utilize the existing dicom file and visualization and editing software as it is. In addition,
in order to present a method for optimized medical image data for additive manufacturing, tomography
metadata without compression is used by editing and processing the output format file without loss in
the AM equipment system, or tomography within the maximum allowable range of radiation. Consider
reducing the spacing of slices as much as possible and increasing the resolution per image as much as
possible.

This document benefits from the direction of development and high quality additive manufacturing
output through the technical optimization of medical imaging for additive manufacturing: medical
academics, clinic and industry fields for AM like as anatomical measurements, 3D analysis, finite
element analysis and surgical planning or simulation, patient-specific implant and device design. There
are many affected stakeholder like as medical AM system manufacturer, AM feedstock manufacturer,
AM feedstock supplier and vendor, medical AM hardware manufacturer, medical AM software
manufacturer, medical AM system manufacturer, medical AM platform manufacturer, AM based medical
device manufacturer, medical 3D scanning and digitizing device manufacturer, surgical simulation AM
model manufacturer, AM surgical implant manufacturer, AM surgical guide manufacturer, AM physical
model for clinical education and diagnostic treatment, disposable medical AM consumable devices.

vi © ISO/ASTM International 2022 - All rights reserved



