ICS 01.080.20; 11.040.01
C37

PHARMACEUTICAL INDUSTRY STANDARD

OF THE PEOPLE’S REPUBLIC OF CHINA
YY/T 0466.2-2015 / 1s0 15223-2:2010

Partly replacing YY 0466-2003

Medical devices - Symbols to be used with medical device
labels, labelling, and information to be supplied —
Part 2: Symbol development, selection and validation
Birss A TEFSMIRS - ARcHEHRERNTS
F 287 FSROHEIT - EEMEIA

(ISO 15223-2:2010, IDT)

Issued on: March 2, 2015 Implemented on: January 1, 20161

Issued by: China Food and Drug Administration



Table of Contents

FOTBWOIT.......oiiiiie ettt ettt sbe b 4
INrOAUCTION ..ot 6
T S COPE ..ttt tr et ettt te et eae s 8
2 Normative referenCes ...........cooveiiiriiiice st 8
3 Terms and definitioNS...........cooiieiiiiiie e 9
4 Principles for identification and development of new symbols ..................... 11
4.1 Identifying the need for a symbol .............cccooeeieiiiiciiceecee e, 11
4.2 Symbols with horizontal applications .............ccccoeveeiiiieicceeeee, 11
4.3 Symbols for use within a restricted range of device types....................... 11

5 Process for selecting and validating symbols for inclusion in ISO 15223-1

et etetetetesetteteheheat et ehehea ettt e A e s ea et e A e AR At A e R ARt h e AR e Attt h oA e s n et h et et e Rttt et ete s et et senas 11
6 Classification Of FSK .........cccoiiiiiri e, 17
7 Concept deVelOPMENL.........ccoo oo 18
7.1 Existence of other SymbolSs............ccoovieiiiiiiiiiiccceeeee e 18
7.2 SYMDBDOI AESIGN ..ot 18
8 EVAIUALION ... 19
8.1 Testing early symbol CONCEPLS ........ccovieuvieviiiieiceeeeeeeeee e 19
8.2 Comprehension teStNG .......ccoooieiiiieeceeeeee e 19
8.3 MemMOrY tE€SHING.....o i 20
8.4 Usability teStING .....covieiieieeeeee e 20
9 ACCEPLANCE CIItEIIA. ......ceveeeeeeeeeeeeeeeee e 21



9.1 GENEIAL ...ttt ettt b et eaeene s 21
9.2 Symbols with no to low safety relevance..............ccccooooeveeieciciicece. 21

9.3 Symbols with moderate to high safety relevance .............ccccccovenene. 22

Annex A (normative) Information to be provided during the symbol development

process for adoption of a symbol into ISO 15223-1.........ccccooeiiiiieiicieee, 23
Annex B (normative) ISO/TC 145/SC 3 proposal for graphical symbols ......... 24
Annex C (normative) IEC/SC 3C proposal for graphical symbol form.............. 27
BIDIOGIraPNY ...ttt e 29



Foreword

YY/T 0466 consists of the following 2 parts, under the general title “Medical devices -
Symbols to be used with medical device labels, labelling and information to be
supplied”:

- Part 1: General requirements;
- Part 2: Symbol development, selection and validation.
This Part is Part 2 of YY/T 0466.
This Part is drafted according to the rules given in GB/T 1.1-2009.

This Part, together with published Part 1 YY/T 0466.1-2009 “Medical devices -
Symbols to be used with medical device labels, labelling and information to be supplied

- Part 1: General requirements”, replaces YY 0466-2003. Compared with YY 0466-
2003, the main technical changes are as follows:

- YY 0466-2003 is divided into two parts after revision. Part 1 defines the
requirements for the development and use of information symbols for the safety
and effective use of medical devices. It also lists the symbols that meet the
requirements of Part 1;

- This Part specifies the process for the development, selection and validation of
candidate symbols proposed for inclusion in Part 1. The aim is to ensure that the
symbols contained in Part 1 are easily understood by the target group.

This Part uses the translation method to equivalently adopt ISO 15223-2:2010
“‘Medical devices - Symbols to be used with medical device labels, labelling and
information to be supplied - Part 2: Symbol development, selection and validation”.

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

This Part is proposed by State Food and Drug Administration.

This Part is under the jurisdiction of National Technical Committee on Medical Device
Quality Management and General Requirements of Standardization Administration of
China (SAC/TC 221).

Drafting organization of this Part: Beijing Guo Guang Certification of Medical Devices
Co., Ltd.

Main drafters of this Part: Mi Lanying, Xu Qiang, Zheng Yihan, Chen Zhigang.



This Part of YY/T 0466 partly replaces YY 0466-2003.



