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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.

Internationg-Standards-are-draftedinracecordanece-with-theridesgiveninthe ISOHECDreetives;Part 2.
The main thsk of technical committees is to prepare International Standards. Draft Internatjonal
Standards gdopted by the technical committees are circulated to the member bodies for vqting.
Publication [as an International Standard requires approval by at least 75 % of the member bpdies
casting a voge.

Attention is|drawn to the possibility that some of the elements of this document-may be the subjéct of
patent rightg. ISO shall not be held responsible for identifying any or all such patent rights.

ISO 17351 was prepared by Technical Committee ISO/TC 122, Packaging,
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Introduction

This International Standard has been developed to meet various national and regional requirements
for Braille on packaging for medicinal products, and technical constraints and user requirements, to
harmonize technical standardization and specifications. The knowledge and experience that has been
gained in EN 15823:2010 was used for the development of this International Standard.

The background for the creation of an European Standard for Braille on packaging for medicinal products
(EN 15823) was a European Directive issued in 2004 by the European Commission (Council Directive
2004/27/EC). This Directive requires Braille labelling on outer packaging for medicinal products within
the FurepeanYnion—tnpracticeitmeansthatbastcallythename-of-the-medieinal-preduet and, where
requfred, the form and strength has to be in Braille as an aid to identification for blind”and partially
sightied people.

Braille will continue to be an essential means of communication for blind and visually impaired people
aroupd the world. Once other accessible packaging technologies emerge additional standards may be
created to complement this International Standard.

© IS0 2013 - All rights reserved v
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INTERNATIONAL STANDARD ISO 17351:2013(E)

Packaging — Braille on packaging for medicinal products

1 Scope

This International Standard specifies requirements and provides guidance for the application of Braille
to the labelling of medicinal products.

NOT The principles in this International Standard can be applied in other sectors, as appropriate.

2 Terms and definitions

For the purposes of this document, the following terms and definitions apply.

21
Braille
tactile reading and writing system composed of Braille cells

2.2
Braille cell
seriegs of up to six raised dots set out in a domino-type cell

2.3
burst-through
cracking, breaking, pin-holing of the coating or material surface, visible to the naked eye, caused by the
process of embossing Braille

2.4
labelling
inforjmation on the immediate or outérjpackaging

2.5
Marburg Medium spacing convention
defined system of dimensions-within and between the Braille cells

Note|1 to entry: The Marburg Medium spacing convention for Braille [4] is recommended in the European
Comrpission Guidance-3Dfor use for medicinal product labelling and is explained in B.3.

2.6
marketing atthorization holder
MAH
natufal-or legal person or entity responsible for placing the medicinal product on the mark

9%
ot

3 General requirements for medicinal product packaging
3.1 Productidentification

3.1.1 Information in Braille

The approved Braille text on the labelling shall include the information in Braille as required in the
country in which the product is to be supplied.

© IS0 2013 - All rights reserved 1
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The labelling of medicinal products placed on the market and incorporating Braille in accordance with
this International Standard meets the requirements of European Directive 2001/83/EC, Article 56, (a)
as amended by Directive 2004/27/EC.1I

NOTE1 Guidance on the information to be labelled in Braille is given in the European Commission Guidance.[3]

NOTE 2 It might be necessary to include Braille text on more than one panel in order to accommodate the
legally required information ensuring that Braille cell dots do not compromise any printed text.

3.1.2 Braille text placement

Th 1 nt of Rradlla ot chall ot wodion +ha ] dbhalityr of b d £t for oo hi
€ placementsetr—rofatre—textSntrr or—prtea—+e 1

pa¥ad X
TTO T T COaCC—oIrICIC S ToTIIC Y

€ (see
also Annex D).

NOTE 1 TIis is indicated when, for example, the application of Braille corrupts printed text and graphicg.

NOTE 2 Tlhe MAH is encouraged to place the Braille away from printed text and graphics, where possiblgd.

3.2 Braille spacing convention

The MAH sHall specify the Braille spacing convention to be used. The use of Marburg Medium spacing
convention {s highly recommended unless there is a specific national requirément.

3.3 Braille character sets

The MAH shall identify and specify the Braille character set appropriate to the market in which the
product is t¢ be supplied; see Annex E.

4 Determination of Braille legibility

4.1 Prindiples of Braille legibility compliance
The Braille fext shall enable Braille readers to identify the medicinal product.

Compliance|with the Braille cell dot{hgight limits (see 4.2) is evidence of compliance with the text
legibility requirement.

If the MAH ¢loes not specify cgnipliance with the Braille cell dot height requirements (see 4.2 and A.1)
then legibility testing shall Be'carried out in accordance with A.2.

4.2 Braille cell dot'height

In order to pnsure that Braille readers can identify the medicinal product, the Braille cell dot height
of productiqn-Samples when measured in accordance with A.1 at the packaging (e.g. carton or lpbel)
manufacturer’s’site shall be:

a) for embossed materials the target Braille cell dot height shall be 0,20 mm with not more than 5 % of
Braille cell dot height measurements lower than 0,12 mm and not more than 1 % of Braille cell dot
height measurements lower than 0,10 mm;

b) forother Braille production methods, e.g. screen-printed labels, the target Braille cell dot height shall
be 0,20 mm, with not more than 5 % of Braille cell dot height measurements lower than 0,16 mm.

NOTE1 The MAH and packaging manufacturer are encouraged to aim for a higher cell dot height in line with
the packaging manufacturer’s processes. Cardboard is not an engineering material and considerations relating to
Braille cell dot formation contained within Annex C can be taken into account in order to achieve Braille cell dot
height requirements.

2 © IS0 2013 - All rights reserved


https://standardsiso.com/api/?name=0a7a7848e7eaa63f93baf6e42cd583f5

ISO 17351:2013(E)

NOTE 2  Burst-through can occur when the substrate or any surface coating fractures, causing damage to print
and/or surface finish. Burst-through is not recommended, but might be accepted by certain markets, however the
presence of burst-through should not in itself constitute a valid reason for batch rejection.

NOTE 3  Braille dots should not compromise any printed text, whether the dots are intact or are formed with a
burst-through.

NOTE 4  The Braille cell dot heightlimits included above reflect technical issues associated with the production
of pharmaceutical packaging - they do not necessarily represent a Braille cell dot height that can be achieved
with other media.

4.3 _Altered Braille lnhplling

Brailhe shall not be obscured by labels or any other adhesive devices, with only one excéption: where
Braillle needs to be altered, the new Braille text should cause the original Braille text to betotally obscured.

© IS0 2013 - All rights reserved 3
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Annex A
(normative)

Methods of verification

A.1 Braille cell dot height measurement

The numbey of samples and the method of measurement shall be agreed between the customel and
supplier. The Braille cell dot height shall be measured along the Braille text in at least three-places

The Braille |cell dot height can be measured using a calibrated, spring-loaded (spring=force not less
than 0,5 N) micrometer with an anvil that covers at least three Braille dots in a cell{(see Referengels]).
Measurement of the Braille cell dot height shall use cells containing at least three dots. Alternative
methods mdy be used provided that they are of at least equivalent precision and‘ac¢curacy.
Measuremepts can be performed with two decimal places and results=shall be reported to| two
decimal plates.

NOTE Itfis recommended that random checks be carried out across all‘stations; see C.5.2. Checks should also
be made to efisure the readability of underlying printed text.

A.2 Product identification by Braille legibility testing

It is not necgssary to undertake legibility testing for each batch provided that the Braille specifichtion
applied has peen adequately validated.

If the Braillg cell dot height requirement (see 4.2) cannot be verified then samples can be tested for
Braille legiljility by organizations representing blind and partially sighted people or other suifable
organizations.

NOTE Tgsting should be carried out on)an agreed protocol taking into account the following factors:

a) the qualifi
b) separate t¢

c) establishin

tation and number of the\blind Braille readers used in the test;
sting of embossed-eartons and labels if it is necessary to test the two types of packaging;

g the minimuntBraille cell dot height that results in product identification.

© ISO 2013 - All rights reserved
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Annex B
(informative)

Braille characteristics and recommendations

B.1 Braille character sets

Braillle character sets consist of letters, numbers, punctuation, symbols and special chargcters. Some
parts of character sets are common between countries whereas other parts differ,\e.g. Latin versus
othef alphabets and accented letters.

In the artwork creation process, the Braille character set to be used should be¥erified as appropriate for
the gountry in which the medicinal product is to be supplied. The MAH and packaging supgplier should
check all Braille artwork for current accuracy and relevance.

If muylti-market, multilingual packs are being produced with Braille. text, the correct chpracter sets
should be included and clearly identified in the artwork.

Capitalization should be avoided other than where requifed” for trademark purposes. Trademark
symlbols, e.g. ®, ™, should be omitted unless required for legal purposes.

B.2 | The Braille cell

Each|Braille cell consists of up to six predefined dots (see Figure B.1), set out in two columnls of three.

A
£~

:

w
(@)

Figure B.1 — The Braille cell

The patternof dots for a given character is defined in the national character set.

For Bréaille text visualization, it is recommended that the dot positions that are raised in th¢ Braille text
be indicated by Iarger I1lled circles and the positions that are not used be shown as smaller dots.

. * . * . . . . . * . .
. ° * ° * . * . .

a b c d e f

NOTE The large black dots represent the position at which a raised dot will appear in the text. The small
black dots indicate that no raised dots will appear in this position. (Some information sources may use other
conventions.)

“_n

Figure B.2 — Braille text visualization of characters “a” to “f”
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B.3 Marburg Medium spacing convention for Braille

The Marburg Medium spacing convention and dimensions for Braille on the female matrix and on the
artwork film/artwork file are illustrated in Figure B.3.

Y

b, by
by d
— T
@ IQ 1. e 060 00O o0 oo

<
A
< o0 00 o0 00606 0060 0O o0 00
o0 00 0O o0 00 00
o0 006 00O o0 0060 00
o0 006 00 o0 060 00
Key
Tolerances +0,1 mm
b1 = 2,5 mm horizontal distance between dot centres
b2 = 6,0 mm between two letters of one word
b3 = 12,0 mm word spacing
d = 1,6 mm diameter
hy = 10,0 mm line spacing
hy = 2,5 mm vertical distance between two dot cefitres

Figure B.3 — Marburg Medium spacing convention and dimensions for Braille

Given the prjoperties of the substrate and.the nature of the production process, it is possible that these

dimensiona
line-spacing

tolerances will not be achieved in the production of the packaging component (for example
for tractor-fed labels where the upper limit for line-spacing may be exceeded).
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Annex C
(informative)

Technology for the application of Braille to packaging
medicinal products

for

C1

Diffej
Thes
a)

b)

General
rent technologies can be used to apply Braille text to the packaging used for médicinall
e include, but are not limited to:
bmbossing;

creen-printing;

c) inkjet.

C.2

Emb
betw

Embossing

een the two dies and force is applied to create the Braille text; see Figure C.1.

products.

bssing involves the use of a male die and a female die. The substrate for the carton or lapel is placed

Key

1 female die

2 dubstrate

3 rrlale die

4 support for male die

Figure C.1 — Principle of embossing

During the production process it is common and economical to use tooling which both embosses the
Braille and cuts/creases the substrate for the pack. This is single pass Braille. It is also possible to apply
the Braille and cut/crease the substrate in separate operations using separate cut/crease and Braille
tooling (two pass Braille).

The Braille male dies are always product-specific; the female dies may be dedicated to a specific product
or for universal application, as this is more flexible and economical.

© ISO

2013 - All rights reserved
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It is necessary for the MAH and the packaging supplier to agree the Braille text to be applied, and its
placement on the packaging material.

The positioning of the Braille needs to be defined in relation to the edges of the panel on which the
information will appear. It is important to clearly establish the “Braille register point”; see Figure C.2.

NOTE Itis necessary to leave sufficient space between the cutting and creasing lines and the Braille register
point to avoid damage to the dies and to the Braille text. Typically this is between 5 mm and 10 mm.

A

1
‘E"""“‘ir‘ :
hoe oo =
i |
() A

N

Key

1 examplelof a Braille register point

A length

B width

H height

C distancelis normally\8 mm but may vary between 5 mm and 10 mm

Figure C.2 — Example of Braille positioning on a carton

Braille text is read from left to right and can be oriented in portrait or landscape mode.

C.3 Screen-printing

The incorporation of Braille using screen-printing is a well-established process. This process can be
used on different substrates, e.g. paper, carton board and polymers.

The integration of Braille dots onto packaging components is normally treated as a “colour” and printed
using screen technology. The dots are usually transparent. The applied dots should not affect the
legibility of the graphics and text underneath.

8 © IS0 2013 - All rights reserved
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Other production methods

1 General

Other production methods, e.g. inkjet, may be developed and should meet the appropriate requirements
for Braille cell dot height and quality (see 4.2).

C.4.2 Containers with integral Braille

Braille can be incorporated onto various containers. These can be produced by a variety of processes

and

should meet the specification for Braille cell dot height and quality (see 4.2).

Care|should be taken not to position the Braille on complex curved surfaces, e.g. shoulder
as this might affect readability (see 4.1). It is advisable during the development proces
orgahizations representing blind and partially sighted people or other suitable organiZation

that

Itis

CA4.

the integral Braille is legible (see A.2).

3 Containers with adhesive labels

tecommended that, where possible, the Braille be positioned to read along the long axiy

fa cylinder,
s to consult
s to confirm

12

Braille can be incorporated onto adhesive labels which are subsequently applied to packdging during
the manufacture of the medicinal product. These can be produced by a variety of processe

mee
Itis
Itis
C.5

C.5.

t the specification for Braille cell dot height and quality(sée 4.2).

tecommended that the Braille not be placed on the closure of a container.

Packaging supplier controls

1 Identification of Braille tooling

fecommended that, where possible, the Braille be positioned to read along the long axiy

b and should

12

All Bjraille tooling components sheuld be identified uniquely to enable correct usage. Theif permanent
identification (e.g. engravement; bar-code or 2D matrix-code) is strongly recommended.

C.5.

In-process controls

Braillle quality and céntent should be checked as agreed between the customer and suppl

and

ollowing any-Change/repair to the tooling.

Records and samples should be retained by the packaging supplier.

C.6

MAH incoming control checks

ier (see A.1)

The MAH should ensure the quality of materials incorporating Braille is maintained. The criteria that

coul

a)

b)

‘)
d)

d be applied include:

accuracy of the Braille translation and application, i.e. conformance to specification and artwork

requirements;

the position/location of the Braille on the pack/label (see 3.1.2 and Figure C.2);

ensuring that all printed text remains legible for sighted people (see 3.1.2);

the quality of the Braille text should be to specification (see 4.2 and Annex A).

The frequency of checking these factors can be adjusted in accordance with the experience with the
supplier(s) concerned.

© IS0 2013 - All rights reserved
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Annex D
(informative)

Guidance on Braille specifications and artwork generation

It is important that the print artwork and the Braille content be clearly communicated on the packaging
artwork. This needs to be agreed between the MAH (or their contractor) and the packaging sup

Once approy
of artwork

There might
varnish, ant
Braille text

The approvs;
text may be

It is recomn
layers, in pa|

[t is recomn
particular f
For printed
onthe fi

on the s

10

lier.

ed the artwork should not be amended unless agreed by all parties. Formats for submi
ontaining Braille can vary in each regulatory authority.

be several layers of artwork to define the packaging (e.g. text and graphics, Brdille, die

should not be used in any other place in the artwork.

11 of the proof should confirm the Braille characters are correct. A translation of the B
reproduced outside the die-line for quality assurance purposes;,seefigure D.1.

nended that digital approved artwork for Braille packaging be established with sep
Irticular for separating the Braille text from the printed graphics and text.

ended that a printed hardcopy for Braille packaging belestablished with separate pag
r separating the Braille text from the printed graphies and text.

paper proofs, it is recommended that the approved artwork proof be set up as follows:
Irst page all texts, graphic elements and die-lint€ except for the Braille text should be prese

econd page only the Braille text and thedie-line should be presented; see Figure D.1.

Product

5sion

Hline,

i-counterfeiting measures). For clarity and verification, the colour used te_represent the

raille

hrate

ES, in

nted;

ajPage L
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