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ﬁSTI STANDARDI EESSONA NATIONAL FOREWORD

1 002 sisaldab Euroopa standardi 16054:2002 consists of the English text of
EN 16054:2002 ingliskeelset teksti. the European standard EN ISO

O, 16054:2002.

Kéesolev@ ent on jéustatud This document is endorsed on 12.07.2002
12.07.2002 j le kohta on avaldatud with the notification being published in the
teade Eesti st rdiorganisatsiooni official publication of the Estonian national
ametlikus vélja standardisation organisation.

R%V Eesti standard EVS-EN ISO This Estonian standard EVS-EN ISO

Standard on kattes v Eesti The standard is available from Estonian
standardiorganisatsioen; standardisation organisation.
.
Kasitlusala: e Scope:
This International Standard es This International Standard defines

minimum data sets for surgial i nts to | minimum data sets for surgial implants to
facilitate recording and internatl& facilitate recording and international
exchange of data for the purposes exchange of data for the purposes of
implant registry and tracking to al implant registry and tracking to allow
recall for product correction or patien/s recall for product correction or patient
follow cross referencing between ®pfo|low cross referencing between
extended data sets for the purposes of Z tended data sets for the purposes of
retrieval analysis and research. wfval analysis and research.

ICS 11.040.40 s/

Votmesdnad: ceramic, ceramics, data records, definition, definition@@ mechanics,
implants (surgical), information exchange, international, medical science edicine,
sintered, specification (approval), specifications, surgery, surgical impla :

&
S

Standardite reprodutseerimis- ja levitamisfigus kuulub Eesti Standardikeskusele



EUROPEAN STANDARD EN ISO 16054
NORME EUROPEENNE
EUROPAISCHE NORM May 2002

Oé English version

Implants for surgery
Q Minimum data sets for surgical implants

6 (ISO 16054 : 2000)

aux — Ensembles Chirurgische Implantate — Mindest-
minimaux de d ges relatives aux datensatze flr chirurgische
implants chirurgiCaux Implantate (ISO 16054:2000)

(1ISO 16054 : 2000)/

§

This European Standarc@s approved by CEN on 2002-04-11.

CEN members are bound tg @ ply with the CEN/CENELEC Internal Regulations
which stipulate the conditiohs”lg% giving this European Standard the status of a
national standard without an

a tion.
Up-to-date lists and bibliogrm?:al references concerning such national

standards may be obtained on ap jon to the Management Centre or to any
CEN member.

The European Standards existin three @ I versions (English, French, German).
A version in any other language made byé;lation under the responsibility of a
CEN member into its own language and ngiiffed to the Management Centre has
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Foreword

International Standard
ISO 16054 : 2000 Implants for surgery — Minimum data sets for surgical implants,

which was prepared by ISO/TC 150 ‘Implants for surgery, has been adopted by Technical Committee CEN/
TC 285 ‘NoRsactive surgical implants’, the Secretariat of which is held by NEN, as a European Standard.

This Eurggean,Standard shall be given the status of a national standard, either by publication of an identical
text or by rsement, and conflicting national standards withdrawn, by November 2002 at the latest.

In accordan )ﬁﬁ'n the CEN/CENELEC Internal Regulations, the national standards organizations of the follow-
ing countries wound to implement this European Standard:

Austria, Belgiuf, the Czech Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, Malt etherlands, Norway, Portugal, Spain, Sweden, Switzerland, and the United Kingdom.

Endorsement no
The text of the Internatio tandard ISO 16054 : 2000 was approved by CEN as a European Standard without

any modification.
NOTE: Normative reference@ternational publications are listed in Annex ZA (normative.)

Introduction @

The importance and utility of registry, tracking and (e%analysis systems in understanding |ong term clinical per-
formance of implant devices and in patient follow up i event of unforeseen device malfunction is understood.

This International Standard addresses the minimum infor concerning the patient, the device manufacturer and
the clinical and surgical procedures which needs to be colle o ensure efficient and rapid international patient fol-
low up should it be required. It also provides the core data seu( low linkage of different registries for the purposes
of retrieval analysis. &

Medical device regulators should consider inclusion of these mini%ata requirements in the distribution chain to
the end user as a progression of the requirements of ISO 13485. SQ

Users of this International Standard are advised that it is possible to @ll the data items specified in this Inter-
national Standard and, if desired, to transfer them to third party registers (@automated methods. An informative
ar

annex to this International Standard provides references to technical stan which define mechanisms for auto-
mation of both data collection and transmission.
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1 Scope

This International Standard defines minimum data sets for surgical implants to facilitate recording and international
exchange of data for the purposes of implant registry and tracking systems and for retrieval analysis. Minimum data
collectian requirements are specified for the purpose of implant tracking to allow recall for product correction or pa-
tient@ up in the event of unforeseen device malfunction. The minimum data set also fulfils the core data require-
men aow cross referencing between extended data sets for the purposes of retrieval analysis and research.
*

This Int ignal Standard is applicable to the manufacturers and distributors of medical devices intended for per-
manent i t, i.e. more than 30 days and to those hospitals and other medical facilities which carry out implant
procedures. It specifies requirements for data items to be recorded by the manufacturers and distributors of perma-
nently implantedical devices and by hospitals and other medical facilities at both the time of implant and at the

time of any sub nt explant procedure.

This International
events, as well as pr
who have received speti
the purpose of patient foll

rd is intended to define a minimum data set to be recorded for all implant and explant
ing for the timely retrieval of minimum implant data related to specific subsets of patients
entified devices or devices within a specified range of lot, batch or serial numbers, for

it is not the intent of this Int@ ional Standard to provide a means of data recovery which is related to specific
medical practitioners, medical facilities or manufacturers for purposes other than patient follow up.

*
NOTE Users of this International Standas@ should ensure compliance with appropriate national standards or regulations con-
cerning data protection and handling.

2 Normative references @

The foliowing normative documents contain‘ﬁQ ions which, through reference in this text, constitute provisions of
this International Standard. For dated reference?,‘2 sequent amendments to, or revisions of, any of these publica-
tions do not apply. However, parties to agreemen& ed on this International Standard are encouraged to investi-
gate the possibility of applying the most recent editi of the normative documents indicated below. For undated
references, the latest edition of the normative documeM erred to applies. Members of ISO and IEC maintain reg-
isters of currently valid International Standards.

ISO 13485, Quality systems — Medical devices — Particu%uirements for the application of 1ISO 9001.

ISO 8402, Quality management and quality assurance — Voc

3 Terms and definitions o

For the purposes of this International Standard, the terms and definition@ﬁy in ISO 13485 and ISO 8402 (but see

3.1) and the following apply. @

im Q
implantable medical device
any medical device or active medical device which is intended to be totally or fly introduced, surgically or

medically, into the human body or by medical intervention into a natural orifice, or to replaCe an epithelial surface or
the surface of the eye, and which is intended to remain after the procedure for at least s and which can only be
removed by surgical or medical intervention ‘L
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