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EBU Guidelines on Braille Labelling of Medicinal Products March 2009

Introduction

After years of development, discussions and inputs the following guidelines, which are more extensive and detailed than in the previous versions, have been approved by the EBU Board in March 2009. They hence are the state of the art and are issued as official guidelines that may be used to the effect that national members do not indicate otherwise. We have tried to express the flexibility in the guidelines to accommodate as many national needs as possible.

As many of you will know, pharmaceutical companies distribute their products in more that one European country. To be more cost effective and reduce the chance of making errors in Braille on packaging the industry would really benefit from being able to use one Braille code across the European Union.

The EBU would like to propose that a single Braille code be used for Pharmaceutical labelling as far as possible. 

We appreciate that there are many differences and respect the importance of this. However we hope Blind organisations can come together and make some concession to help the industry. We would also hope this could encourage other industries to apply Braille to their products.

We have carried out a review of the Braille codes across the EU and have come up with some proposals to achieve a single Braille for pharmaceutical labelling.

We would be really grateful if you can review this and let us know if you are happy to accept the proposal or if there are issues you can not accept.

We are developing a website that will promote this single Braille table, list which EU countries accept it use and display each individual own Braille code.  It will also aim to answer many frequently asked question about how the Braille code should be implemented such as, spacing, abbreviations, capitalisation and fitting Braille on the pack. 

It is important that we give details correctly so please contact us so we can give the right information about Braille in your country.

Please contact John D. Heilbrunn, jh@dkblind.dk.
What does the Directive say

Just as a reminder - the EU Directive says:

Council Directive 2004/27/EC - Article 56(a)

"The name of the product, as referred to in Article 54, point (a) must also be expressed in Braille format on the packaging. The MA holder shall ensure that the packaging information leaflet is made available on request from patients' organisations in formats appropriate for the blind and partially sighted"

The pharmaceutical directive applies to all medicinal products for human use intended to be place on the markets in the Member States.  All EU legislation relating to pharmaceutical products is covered under the EEA Agreement and so the EEA areas (Iceland, Liechtenstein and Norway) will also be implementing this directive.
General Comments.
The EU has recommended a Braille specification referred to as “Marburg Medium”.  See http://www.euroblind.org/fichiersGB/ebupharma.htm for details. Braille is equivalent to approximately 24 point compared to print size.  It cannot be varied in size in any way. 

Grade 1 (uncontracted) Braille is recommended to be used on all packaging to enable the greatest numbers of people to read it.  Please see EU Commission Guidance for details : http://ec.europa.eu/enterprise/pharmaceuticals/pharmacos/docs/doc2005/04_05/braille_text20050411.pdf.
It is important to keep in mind the real function of Braille labelling on pharmaceutical packaging. In fact it is not aimed at providing any new information about a certain product, but essentially to facilitate blind users to identify safely the medicine they need and to avoid possible mistakes on their part. This makes it easier for the user to cope with slight deviations from the official national Braille code. 
Proposals to be agreed 
Capitalisation.

Proposal: All Braille letters will be treated as lower case, without the need for a capitalisation indicator.

Rationale: There will be no capitalisation of text. Different capital indicators are used throughout Europe. These take up one cell of space, and are not considered to be essential for understanding the text.

Main Roman Alphabet - Appendix A

Proposal: Use main Roman alphabet.
Rationale: The letters  a- z are in the main common throughout the entire world.  There are however 2 exceptions where Braille letters are different or non-existent.  Latvia = u, v and z plus Hungary = q and z. The letters u and v in Latvian also conflict, but we understand they will accept the Roman Alphabet.

Numbers - Appendix B

Proposal: Numbers will be represented as shown in the Braille Code where the country accepts the proposed code. The way in which numbers are represented in each country are also given in each countries Braille code that can be accessed on the web pages.
Rationale: Although there are a number of different ways to show numbers in Braille, all but one country in the EU use the letters a – j, preceded by a Braille “number sign” ( a # symbol in print), to represent the numbers 1 – 9 and 0.

NOTE: France is an exception to this rule, and has indicated they wish to adhere to their own numbering convention.

Roman Numerals.

Proposal: As with Fractions, Decimal (Arabic) numbers are used in place of Roman numbers.

Rationale: It is almost impossible for a Braille translation program to identify the difference between “IV” as Roman Number four, and “IV” where it could mean “intravenous”.  Likewise between "XL" as the number forty, or as “Extra Large”.

Accented characters - Appendix C

Proposal: Dot 4 precedes the Roman letter equivalent to indicate any letter which is accented.

Rationale: As Braille has developed over many years and countries, accommodation has had to be made in Braille codes for accented characters.  As only 63 combinations of the six Braille dots are possible, 26 of which are used for Roman letters, only 37 characters are left to accommodate accented characters and punctuation.

There are at least 30 identified accented characters used throughout Europe. As each country has developed its own Braille standards, so the Braille character used has varied.  

For example the letter ä (letter a with dieresis) appears as @ (dot 4) in Slovak countries and as > (Dots 345) elsewhere in the E.U.

The proposed solution works as follows, as an example, the letter ä (letter a with dieresis) would appear as @a (dot 4, dot 1) and the letter á (letter a with acute accent) would also appear as @a (dot 4, dot 1).

Continuing this example, since there could be six accented forms for the letter a, this may appear potentially confusing the readers. However, there are very few cases where more than one form of an accented character is used in any one language, and therefore end users are unlikely to be confused.

Diphthongs and Ligatures.

Proposal: Diphthongs and Ligatures should be represented by the individual characters.

Rationale: For the same reasons as accented characters vary when translated in Braille, these would therefore be treated as two separate characters.  Hence for example æ would be written as the individual letters a and e.

Number Sign.

Proposal: Numbers are indicated by dots 3456

Rationale: With one exception (France), dots 3456 (#) are used before the letters A - J to represent numbers 1 – 0.

It is not necessary to leave a space between a number and the symbol if the number is followed by a symbol or abbreviation that is not A-J as these are used as numbers and could therefore cause confusion. Also if you have a string of numbers you don't need to repeat the number sign.

Letter Sign.

Proposal: Where the letters a – j  immediately follow a number (i.e. unspaced) the letter is preceded by dots 56. Letters k and above would not require a letter sign as they can not be confused for a number.

Rationale: There are a number of variations of how countries indicate letters, although the majority of countries appear to use dots 56 as the letter sign.  Some also include this sign for letters above j, or even use a different sign. 

To avoid confusion over the understanding of, for example, “1a”, being read as either "1a" or as the number 11, the letter sign should be used up to letter j (which represents 0). 

Hence the proposal would result in "1a" appearing unambiguously in Braille as #a;a (dots 3456, dot 1, and dots 56, dot 1),

Punctuation - Appendix D

Proposed punctuation Braille codes appears in EBU Braille code December 2005.

Comma, (thousands separator- UK only), decimal point

Proposal: Where a print comma (U+002C) is used, regardless of its meaning, dot 2 will be used.
Rationale: Many EU Blind organisations agree that the print comma is shown as Braille dot 2. It should be noted that in Europe this is also used as the decimal point, i.e.  1,5 = One point five.

Full stop/period, thousands separator

Proposal: Where a print full stop or period (U+002E) is used, regardless of its meaning, dot 3 will be used.

Rationale: Although 11 out of 19 blind organisations indicate the use of dots 256, which is the print full stop, and some countries such as Slovakia use dot 3 to represent the Apostrophe, The proposal is to use dot 3 is generally accepted  and works consistently within this set of proposals.

Semi-colon

Proposal: Where a semi-colon is used (U+003B) it is represented by dots 23.

Rationale: Many EU Blind organisations agree that the semi-colon (;) is dots 23.

Colon

Proposal: Where a colon is used (U+003A) it is represented by dots 25.

Rationale: Many EU Blind organisations agree that the colon (:) is dots 25

Any character(s) in parenthesis 

Proposal: Use dots 2356 for both opening and closing parenthesis.

Rationale: Unfortunately there is a mix here from various countries with the majority (13 out of 23) using the proposed cell so we have gone with the majority.

Forward slash or solidus 

Proposal: Use dots 34 to represent the forward slash/solidus.

Rationale: Again there are various forms in use but we have tried to be practical.
Dash/hyphen

Proposal: Use dots 36 to represent a hyphen.
Rationale: All replies so far indicate the use of dots 36.

Long dash or hyphen

Proposal: This sign should not be used, use the dash/hyphen instead.

Rationale: since the long dash or hyphen generally only has meaning in literary terms, this proposal is to use the standard hyphen instead.

Per cent

Proposal: Use the letters of the local print abbreviation, e.g. "pc"

Rationale: There are 9 variations in use in the 23 countries for which information is available. Clearly trying to reach agreement for the actual print Per Cent (%) would be a major exercise.  The EBU Braille code recommends the use of "pc" however if a country is not prepared to accept this you should check how the symbol should be presented or if you can use the local abbreviation. Hence “pc” in many countries, but  for example “pz” (prozent) in Germany. 
Per mille

Proposal: Use the letters of the local print abbreviation, e.g. "pm"

Rationale:  The EBU Braille code recommends the use of "pm" however we are suggesting that organisations check if a country is not prepared to except this you should check how the symbol should be presented or if you can use the local abbreviation. e.g. "pm" for "Per Mille".
Fractions e.g. ¾

Proposal: Fractions should be expressed with a numeral sign, number, forward slash, number to closely represent the print

Rationale:  There are various methods in use. Some countries use the upper cell for the numerator and the lower cell for the denominator. In some countries this convention is reversed.  Others separate the two parts of the fraction with a Solidus (Forward Slash). Even in print there are different ways of presenting fractions, e.g. "three-quarters", “3/4” or “¾” (U+00BE).

It is proposed that fractions are expressed as closely to the print as they can be (users will need to be informed of this rule in particular as it may vary significantly from their local Braille rule).

For example, the fraction three-quarters, "3/4” or “¾” (U+00BE) would be written as: number sign, three, forward slash, four  (#c/d) (dots 3456, dots 14, dots 34, dots 145).

Units of Measure - Appendix E

A list of proposed Braille codes for Units of Measure appears in EBU Braille Code

Grams

Proposal: Grams are represented by the letter g spaced from the preceding number.

Rationale: General agreement here – letter g – except Germany who prefix letter with dot 6.

Milligrams

Proposal: Use the letters of the local print abbreviation, e.g. "mg"

Rationale: One exception to the suggested “mg” is Poland.

Micrograms or “µg”

Proposal: Use the letters of the local print abbreviation, e.g. "mcg".

Rationale: General variation here.  The suggestion is “mcg”, but in some countries it is “mkg””.

Litres

Proposal: Litres are represented by the letter l spaced from the preceding number.

Rationale: General agreement here – letter l – except Germany who prefix letter with dot 6.

Decilitres

Proposal: Use the letters of the local print abbreviation, e.g. "dl".

Rationale: General agreement here for the proposed “dl”.

Millilitres

Proposal: Use the letters of the local print abbreviation, e.g. ml".

Rationale: General agreement here for the proposed “ml”.

Trade ® & Registered ™ Marks 

Proposal: Trade ™(U+2122) & Registered ® (U+00AE) Marks should not be included.

Rationale: These are not considered necessary for drug identification, and would use additional space.

Abbreviations - Appendix F

Some additional abbreviations have been requested by the pharmaceutical industry as follows. The proposed Braille code is contained in EBU Braille Code, and listed below.

Proposal: The EBU Braille code gives the abbreviation that has been agreed by some EU countries. Alternatively, use the letters of the local print abbreviation.

i. e.
 Internationale Einheiten: show as "ie"

i. m.
 intra muscular: show as "im"

i. v.
 intravenous, show as "iv"

MIU
 million international units: show as "miu"

s. c.
 subcutaneous: show as "sc"

SR
 sustained relief: show as "sr"

U. I.
 Unites Internationales: show as "ui"

Mixed use of letters and numbers
Proposal: Where names include consecutive mixed letters and numbers – for example "S1NGULAIR" or "Plasma-Lyte 56d5 you should use Braille that gives the print meaning

Rational:  Need to convey print meaning. May have to use read me as a letter sign or read me as a number sign. 
Summary of Results.

The following table summarises responses based on an original proposal from EBU. At that time we did not ask about accented characters.

	No:
	Country
	Vote
	Yes
	Yes ??
	No
	Questions
	No Reply

	1
	UK:
	YES
	1
	 
	 
	 
	 

	2
	Austria:
	YES -but need to check some issues
	1
	 
	 
	 
	 

	3
	Belgium:
	Need to check
	 
	 
	 
	 
	1

	4
	Bulgaria:
	No Reply
	 
	 
	 
	 
	1

	5
	Cyprus:
	No Reply
	 
	 
	 
	 
	1

	6
	Czech Republic:
	Need to confirm
	 
	 
	 
	 
	1

	7
	Denmark:
	YES
	1
	 
	 
	 
	 

	8
	Estonia:
	YES - need to check some issues
	 
	1
	 
	 
	 

	9
	Finland:
	YES need to check some issues
	 
	1
	 
	 
	 

	10
	France:
	No
	 
	 
	1
	 
	 

	11
	Germany:
	Need to confirm
	 
	 
	 
	1
	 

	12
	Greece:
	Need to check
	 
	 
	 
	 
	1

	13
	Hungary:
	Need to check
	 
	 
	 
	1
	 

	14
	Iceland: (EEA)
	YES
	1
	 
	 
	 
	 

	15
	Ireland (Southern):
	YES
	1
	 
	 
	 
	 

	16
	Italy:
	YES
	1
	 
	 
	 
	 

	17
	Latvia:
	YES need to check some issues
	 
	1
	 
	 
	 

	18
	Lichtenstein: (EEA)
	Need to check
	 
	 
	 
	 
	1

	19
	Lithuania:
	Need to confirm some issues
	 
	 
	 
	1
	 

	20
	Luxembourg:
	Need to confirm some issues
	 
	 
	 
	1
	 

	21
	Malta:
	Need to confirm 
	 
	 
	 
	 
	1

	22
	Netherlands:
	YES
	1
	 
	 
	 
	 

	23
	Norway: (EEA)
	YES
	1
	 
	 
	 
	 

	24
	Poland:
	NO 
	 
	 
	1
	 
	 

	25
	Portugal:
	YES
	1
	 
	 
	 
	 

	26
	Romania:
	NO 
	 
	 
	1
	 
	 

	27
	Slovakia:
	NO 
	 
	 
	1
	 
	 

	28
	Slovenia:
	NO
	 
	 
	1
	 
	 

	29
	Spain:
	Need to confirm some issues
	 
	1
	 
	 
	 

	30
	Sweden:
	YES
	1
	 
	 
	 
	 

	31
	Turkey:
	Pending EU Member
	 
	 
	 
	 
	1

	**
	**********
	TOTALS
	10
	4
	5
	4
	8


Appendices

Appendix A - Main Roman Alphabet

	 
	Unicode
	Meaning
	Suggested sign for pharma label
	Dot numbers for suggested sign

	a
	0061
	Latin small letter a
	A
	1

	b
	0062
	Latin small letter b
	B
	12

	c
	0063
	Latin small letter c
	C
	14

	d
	0064
	Latin small letter d
	D
	145

	e
	0065
	Latin small letter e
	e
	15

	f
	0066
	Latin small letter f
	f
	124

	g
	0067
	Latin small letter g
	g
	1245

	h
	0068
	Latin small letter h
	h
	125

	i
	0069
	Latin small letter i
	i
	24

	j
	006A
	Latin small letter j
	j
	245

	k
	006B
	Latin small letter k
	k
	13

	l
	006C
	Latin small letter l
	l
	123

	m
	006D
	Latin small letter m
	m
	134

	n
	006E
	Latin small letter n
	n
	1345

	o
	006F
	Latin small letter o
	o
	135

	p
	0070
	Latin small letter p
	p
	1234

	q
	0071
	Latin small letter q
	q
	12345

	r
	0072
	Latin small letter r
	r
	1235

	s
	0073
	Latin small letter s
	s
	234

	t
	0074
	Latin small letter t
	t
	2345

	u
	0075
	Latin small letter u
	u
	136

	v
	0076
	Latin small letter v
	v
	2346

	w
	0077
	Latin small letter w
	w
	2456

	x
	0078
	Latin small letter x
	x
	1346

	y
	0079
	Latin small letter y
	y
	13456

	z
	007A
	Latin small letter z
	z
	1356


Appendix B - Numbers

	 
	Unicode
	Meaning
	Suggested sign for pharma label
	Dot numbers for suggested sign

	1
	0031
	Digit one
	#a
	3456 1

	2
	0032
	Digit two
	#b
	3456 12

	3
	0033
	Digit three
	#c
	3456 14

	4
	0034
	Digit four
	#d
	3456 145

	5
	0035
	Digit five
	#e
	3456 15

	6
	0036
	Digit six
	#f
	3456 124

	7
	0037
	Digit seven
	#g
	3456 1245

	8
	0038
	Digit eight
	#h
	3456 125

	9
	0039
	Digit nine
	#i
	3456 24

	0
	0030
	Digit Zero
	#j
	3456 245


Appendix C – Accented Letters

	 
	Unicode
	Meaning
	Suggested sign for pharma label
	Dot numbers for suggested sign

	á
	00E1
	Latin Small Letter A With Acute
	`a
	4 1

	â
	00E2
	Latin Small Letter A With Circumflex
	`a
	4 1

	ä
	00E4
	Latin Small Letter A With Diaeresis
	@a
	4 1

	å
	00E5
	Latin Small Letter A With Ring Above
	`a
	4 1

	ą
	0105
	Latin Small Letter A With Ogonek
	`a
	4 1

	ǎ
	01CE
	Latin Small Letter A With Caron
	`a
	4 1

	č
	010D
	Latin Small Letter C With Caron
	`c
	4 14

	č
	010D
	Latin Small Letter C With Caron
	@c
	4 14

	ç
	00E7
	Latin Small Letter C With Cedilla
	@c
	4 14

	é
	00E9
	Latin Small Letter E With Acute
	@e
	4 15

	ė
	0117
	Latin Small Letter E With Dot Above
	`e
	4 15

	ę
	0119
	Latin Small Letter E With Ogonek
	`e
	4 15

	î
	00EE
	Latin Small Letter I With Circumflex
	`i
	4 24

	í
	00ED
	Latin Small Letter I With Acute
	`i
	4 24

	į
	012F
	Latin Small Letter I With Ogonek
	`I
	4 24

	ñ
	00F1
	Latin Small Letter N With Tilde
	@n
	4 1345

	ó
	00F3
	Latin Small Letter O With Acute
	`o
	4 135

	ö
	00F6
	Latin Small Letter O With Diaeresis
	@o
	4 135

	õ
	00F5
	Latin Small Letter O With Tilde
	@o
	4 135

	ő
	0151
	Latin Small Letter O With Double Acute
	`o
	4 135

	ş
	015F
	Latin Small Letter S with Cedilla
	as
	4 234

	š
	0161
	Latin Small Letter S With Caron
	@s
	4 234

	ß
	00DF
	Latin Small Letter Sharp S
	@s
	4 234

	ţ
	0163
	Latin Small Letter T With Cedilla
	`s
	4 234

	ú
	00FA
	Latin Small Letter U With Acute
	`u
	4 136

	ü
	00FC
	Latin Small Letter U With Diaeresis
	@u
	4 136

	ū
	016B
	Latin Small Letter U With Macron
	@u
	4 136

	ų
	0173
	Latin Small Letter U With Ogonek
	@u
	4 136

	ű
	0171
	Latin Small Letter U With Double Acute
	`u
	4 136

	ž
	017E
	Latin Small Letter Z With Caron
	@z
	4 1356


 Appendix D – Punctuation

	 
	Unicode
	Meaning
	Suggested sign for pharma label
	Dot numbers for suggested sign

	,
	002C
	comma, thousands separator, decimal point
	1
	2

	;
	003B
	semi-colon
	2
	23

	:
	003A
	colon
	3
	25

	.
	002e
	full stop/period, thousands separator
	'
	3

	(xxx)
	 
	any character(s) in parenthesis
	7'''7
	2356 2356

	/
	002F
	forward slash or solidus
	/
	34

	-
	002D
	dash/hyphen
	-
	36

	–
	 
	long dash or hyphen
	--
	36 36

	%
	0025
	per cent
	pc
	1234 14

	‰
	2030
	per mille
	pm
	 1234 134

	¾
	00BE
	three quarters
	 
	 


Appendix E – Units of Measure.

	 
	Meaning
	Suggested sign for pharma label
	Dot numbers for suggested sign

	g
	grams
	g
	1245

	mg
	milligrams
	mg
	134 1245

	µg
	micrograms
	mcg
	134 14 1245

	l
	litres
	l
	123

	dl
	decilitres
	dl
	145 123

	ml
	millilitres
	ml
	134 123


Appendix F – Abbreviations

	 
	Meaning
	Suggested sign for pharma label
	Dot numbers for suggested sign

	i. e.
	Internationale Einheiten
	ie
	24 15

	i. m.
	intra muscular
	im
	24 134

	i. v.
	intravenous
	iv
	24 1236

	MIU
	million international units
	miu
	134 24 136

	s. c.
	subcutaneous
	sc
	234 14

	SR
	sustained relief
	sr
	234 1235

	U. I.
	Unites Internationales
	ui
	136 24


About the European Blind Union

The European Blind Union is a non-governmental, non profit making European organisation founded in 1984. It is one of the six regional bodies of the World Blind Union, and it promotes the interests of blind people and people with low vision in Europe.

It currently operates within a network of 45 national members including organisations from all 27 European Union member states, candidate nations and other major countries in geographical Europe. 

Further information

For further information or clarification, please contact the EBU Office.

58 avenue Bosquet, 75007 Paris, France 
Tel : +33 1 47 05 38 20, Fax : +33 1 47 05 21 

E-mail : ebu@euroblind.org 
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