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INTERNATIONAL ELECTROTECHNICAL COMMISSION

GOOD REFURBISHMENT PRACTICES
FOR MEDICAL IMAGING EQUIPMENT

FOREWORD

The International Electrotechnical Commission (IEC) is a worldwide organization for standardization comprising
all national electrotechnical committees (IEC National Committees). The object of IEC is to prcmote
international co-operation on all questions concerning standardization in the electrical and electronic fic'ds. To
this end and in addition to other activities, IEC publishes International Standards, Technical Specifica ‘ons,
Technical Reports, Publicly Available Specifications (PAS) and Guides (hereafter referred to ¢s "eC
Publication(s)”). Their preparation is entrusted to technical committees; any IEC National Com.ittec inteiested
in the subject dealt with may participate in this preparatory work. International, governme. tal «.d non-
governmental organizations liaising with the IEC also participate in this preparation. IEC collaboites closely
with the International Organization for Standardization (ISO) in accordance with conditi\ns determined by
agreement between the two organizations.

The formal decisions or agreements of IEC on technical matters express, as nearly as pcssible an international
consensus of opinion on the relevant subjects since each technical committee h.s re yresentation from all
interested IEC National Committees.

IEC Publications have the form of recommendations for international use ana are accepted by IEC National
Committees in that sense. While all reasonable efforts are made to_ensure that the technical content of IEC
Publications is accurate, IEC cannot be held responsible for the v.ay in which they are used or for any
misinterpretation by any end user.

In order to promote international uniformity, IEC National Comn ttee< undertake to apply IEC Publications
transparently to the maximum extent possible in their nctiono! a. ““regional publications. Any divergence
between any IEC Publication and the corresponding national ¢ reg'onal publication shall be clearly indicated in
the latter.

IEC itself does not provide any attestation of conformity. Ind ;pendent certification bodies provide conformity
assessment services and, in some areas, access to IEC marks of conformity. IEC is not responsible for any
services carried out by independent certification badies.

All users should ensure that they have the lates di ion of this publication.

No liability shall attach to IEC or its directors, ~roployees, servants or agents including individual experts and
members of its technical committees and IEZ. National Committees for any personal injury, property damage or
other damage of any nature whatsoever, wh:ther direct or indirect, or for costs (including legal fees) and
expenses arising out of the publicaticy, use of, or reliance upon, this IEC Publication or any other IEC
Publications.

Attention is drawn to the Nor=ia'ive i ferences cited in this publication. Use of the referenced publications is
indispensable for the correct pulication of this publication.

Attention is drawn to the ~ossibility that some of the elements of this IEC Publication may be the subject of
patent rights. IEC sha'. ot L~ held responsible for identifying any or all such patent rights.

International Standa: ' IEC 63077 has been prepared by subcommittee 62B: Diagnostic
imaging equip/nunt, of 1.2C technical committee 62: Electrical equipment in medical practice.

This first ediunan cancels and replaces the second edition of IEC PAS 63077 published in 2016.
This edi‘ion constitutes a technical revision.

“ais adition includes the following significant technical changes with respect to IEC PAS
63077:2016:

a) the scope was delineated more clearly;
b) an informative cross reference list of IEC 63077 vs ISO 13485 (Annex A) was added;
c) smaller corrections were performed.
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The text of this International Standard is based on the following documents:

FDIS Report on voting
62B/1149/FDIS 62B/1155/RVD

Full information on the voting for the approval of this International Standard can be found in
the report on voting indicated in the above table.

This document has been drafted in accordance with the ISO/IEC Directives, Part 2.

In this document, the following print types are used:

— requirements and definitions: roman type;

— informative material appearing outside of tables, such as notes, examples and references: ‘n. s\ alle’ type.
Normative text of tables is also in a smaller type;

— TERMS DEFINED IN CLAUSE 3: SMALL CAPITALS.

The committee has decided that the contents of this document will remain :incnicnged until the
stability date indicated on the IEC website under "http://webstore.iec.ch™ in (e cata related to
the specific document. At this date, the document will be

e reconfirmed,

e withdrawn,

e replaced by a revised edition, or

e amended.
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INTRODUCTION

This document specifies requirements for a quality management system that can be used by
organizations involved in REFURBISHMENT of MEDICAL IMAGING EQUIPMENT.

The requirements defined in this document can be used by MANUFACTURERS or organizations
providing REFURBISHMENT. Organizations providing REFURBISHMENT can voluntarily choose to
conform to the requirements of this document or can be required by contract with the
MANUFACTURER of the MEDICAL IMAGING EQUIPMENT to conform.

Several jurisdictions have regulatory requirements regarding refurbished MEDICAL IMAGING
EQUIPMENT e.g. regarding the import and making refurbished MEDICAL IMAGING EQUIPN.=NT
available. These regulatory requirements differ from nation to nation and region to regior.. Tr.»
organizations involved in REFURBISHMENT of MEDICAL IMAGING EQUIPMENT should unacrstend
how the regulatory requirements in the several jurisdictions will be interpretec and miy be
met by applying this document.

In some jurisdictions a definition of the term remanufacturer is available. Ti.i= (ocument does
not cover the topic of how organizations are acting in the role of a remanuocturer.

This document can also be used by internal and external parties, ii.!lua.ng certification bodies,
to assess the organization’s ability to meet requirements applicable 1 >r"the REFURBISHMENT of
MEDICAL IMAGING EQUIPMENT.

It is emphasized that the requirements specified in this dccunent are complementary to other
International Standards such as on quality managen.=nt zys.¢cm and on RISK management.

There is a wide variety of medical equipment wit.» dif'erent requirements on REFURBISHMENT.
Therefore, this document only applies to named groups of MEDICAL IMAGING EQUIPMENT. These
groups are defined in Clause 1 Scope.
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GOOD REFURBISHMENT PRACTICES
FOR MEDICAL IMAGING EQUIPMENT

1 Scope

This document describes and defines the PROCESS of REFURBISHMENT of USED MEDICAL IMAGING
EQUIPMENT and applies to the restoring of USED MEDICAL IMAGING EQUIPMENT to a condition of
safety and performance comparable to that of new MEDICAL IMAGING EQUIPMENT i.e. MEDICAL
IMAGING EQUIPMENT that was not in use. This restoration includes actions such as 2EF.IR,
REWORK, software/hardware updates, and the replacement of worn parts with original parte.
This document enumerates the actions, that are performed, and the manner consister.t. with
relevant specifications and service procedures required to ensure that the REFU>31S.'MFNT of
MEDICAL IMAGING EQUIPMENT is done without changing the finished MEDIC+! IMAGING
EQUIPMENT’s performance, safety specifications, or INTENDED USE according (9 its original or
applicable valid registration.

The MEDICAL IMAGING EQUIPMENT and systems covered by this document i.>clide:

— X-RAY EQUIPMENT,

— X-RAY EQUIPMENT for RADIOSCOPICALLY GUIDED INTERVENTIONZ L PROCEDURES;
— X-RAY EQUIPMENT FOR COMPUTED TOMOGRAPHY,

— MAGNETIC RESONANCE EQUIPMENT,

— ULTRASONIC DIAGNOSTIC EQUIPMENT,;

— GAMMA CAMERAS;

— PLANAR WHOLEBODY IMAGING EQUIPMENT,

— equipment for SINGLE PHOTON EMISSION &0.1PUTED TOMOGRAPHY (SPECT);

— SPECT/CT hybrid systems, comkining a GAMMA CAMERA with X-RAY EQUIPMENT FOR
COMPUTED TOMOGRAPHY (CT);

— POSITRON EMISSION TOMOGRAF HS ‘PET);

— PET/CT hybrid systems comuin ng a POSITRON EMISSION TOMOGRAPH with X-RAY EQUIPMENT
FOR COMPUTED TOMOGR! \P!1Y.(CT);

— PET/MRI hybrid sys.>ms combining a POSITRON EMISSION TOMOGRAPH with MAGNETIC
RESONANCE EQUIF MuNT, and

— other combinatiori> of the MEDICAL IMAGING EQUIPMENT or systems listed above.
This docume.t du=s not apply to endoscopic equipment, funduscopic equipment, radiation
therapy equ'nmont, nor associated systems.

2 No.ohative references

The iollowing documents are referred to in the text in such a way that some or all of their
content constitutes requirements of this document. For dated references, only the edition
cited applies. For undated references, the latest edition of the referenced document (including
any amendments) applies.

ISO 13485:2016, Medical devices — Quality management systems — Requirements for
regulatory purposes

ISO 14971:2007, Medical devices — Application of risk management to medical devices
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