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Foreword

The Federal Ministry of Labour, Social Affairs and Consumer Protection traditionally is the contact
centre for all issues conteng people with disabilities. Special attention is granted to the bémeer
accessibility of information for all peopldo ensure the participation of disadvantaged persons in our
society. New media and technologies have contributed to improve the accessibility especially for
visually impaired and blind people. From personal experience as frequent appreciate the
assistance, which modern smart phones and their apps can provide. Still it took conversations with
blind and visually impaired peopfer meto fully understandhe scope of opportunities of modern
smart phones for this target group.

In this context | also see the benefit of new technologies such as the "Speech Code" for the target
group of people with disabilities: It is the simple use and easy availability that is provided with mobile
phones. If it can be ensured that the code can belfand therefore be used byuddly impaired and

blind people without lengthy search, this technolegytainly will establish itself quickly for the

berefit of the target group. | envision the application of the new "Speech Code" especially for
medicines- here | thinkof the usef. ex. on package inserts. | therefore hope that commerce and
industry will take on this developmeahdensure that the spreading of this technology will actually
take place in the desired magnitude.

Hence | congratulate trauthors of this study to the interesting results of their work. | am sure that this
technology willsoonfind widespread usage.

Federal MinisterRudolf Hundstorfer
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1. Introduction

a {ehling package insedt or harmaceutical products especially for blind
and severelyisually impaired people

Before the end of lengthy discussions during tndews of the pharmaceutical legal basf20007T
2004) a new requirement was included into the EU Directive for human pharmaceuticals at short
notice: Regulations regarding thame in Braille on the labelling and the provision of instructions for
use in a format suitable for blirhdseverely visually impaired people.

A very important regulation, which however was new for us in the ar&augf Law Up to thenwe
only knew thdabelling with Braile from for example elevators. The implementation of this regulation
therefore represented certain challenges both for the aigharid for the industryOn the part of the
authority we wondered, how and which kind of documentatiershould demand andWwove could
control and survey the information. Should we hire an expert knowledgeable in Braille?

It became obvious that in addition to tlegislative texthere is a need to develop further standardised
requirementsand practicaldirections. Hence the EU commission decided to haveGtidielines
prepared and appointed merapporteur.

In the course of my research | had contact with associations of blind peaglgonally and
internationdly 7 and | learned a lot on how autonamsty blind people master theivés. During a
conversation with the president at that time of the Austrian association blirttie himself being
blind - he asked me to send him documents. | was almost embarraksed should | send him
documents? Vergimply - by email - as there are special keyboards withiBBraavailable, which
enable bind and severely visually impaired peopaead and write on their compusel learned how
important it is for blind people to label cleaning liquids and bewsragth a Braille labelling device

to avoid dangerous mixps. And how much they would appreciate the labelling of pharmaceutical
products in Braille because they want to be sedfianton takingthe right medicines. A blind father
mentioned how importd it was for him to be sure on giving his infant the right medicine.

I more and more understood, how important the labelling of medicines in Braille was and developed
regulations that make a product identification possible and acengtishablefor theindustry. These

regulations are published on the DG Health website imtieGuideline on the readability of the

l abelling and package l eafl et infchapreg A8 pé mial i cpr
recommendation for blind and partiatjghted patien s 0

Well, the identification of pharmaceuticatgoucts was one, but there was another requirement that
needed to be put into practice: TM&H's provision of the information and direction for uggacakge
leaflet- in aformat accessiblalsofor blind and severely visually impaired people.
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At that time we discussed various options, on the one hand printing the text in largét®fir20

point font, good contrast, ejcon the other hand the provision as audio file, digital text document via
e-mail or information via a Hotline. None of these possibilities was ideal, hence thairgiidid not
require a certain format, but rather recommended various options. Ultimately it remained in the
responsiblity of the MAH to provide a suitable format upequest.

| am pleased that now a new possibility becomes avaitalitee speaking package insert"! A great
development, which not only makes the text of a package insert accessible to blind and severely
visually impaired peoplebut also facilitates theparticipation in readability testsand in due course

their inclusion in the efforts to improve the readapibf product information.

During the last years we got usedQ®&-Codes,egecially on food products, but also on any kind of
folders- for pharmaceutical products their use is still under discussion. Maybe $hp e@ a chis fi
the next step, a step into the right directiaaspecially for blind and visually impaired people, as this
study shows.

DI Dr. Christa WirthumeHoche
Austrian Agency for Health and Food Safety (AGE$)stituke for LifeCycle Management
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2.Legalbackground

2.1. Produat safetythrough correctpresentation and information

In Austria general ipducts in respect to setly are regulatedni the"Produktsicherheitsgesetz 2004

PSG 2004 (BGBI. | Nr. 16/2005in its latest versiojf. If safety reuirements for products are
regulated in special federal legal administrative directives, as it is the case for medicines aimthimedic
products, thé federal law will only apply for those aspects, risks and risk categories, which are not
regulated in the relevant federal legal administrative directives according to the objective of this
federal law, or which are not regulated in this law at all. Fediomal products please refer to the
statements in the following chapters.

Thereforethe PSG 2004 regulat&Broducts of daily life" :
A Any mobile thing including energy, also in context of the provision of a service.

A The product mug be supplied or madavailable under conditions of a business activity,
whereas it is irrelevant, whether this is free of charge or at cost and whether it is new, used or
re-engineered.

A product is considered as safe; iinder the condition of normal or forseeable usatiere is no or
limited and justifiable danger, which is consistent with its usage and ensuring a high level of
protection for the health and safety of consumé&he usage includes also the duration of use as well
as initial operation, installation and m&nance where applicable.

For the evaluation of safety it is therefore of utmost importance:

A Who the consumers or consumer groups are, f.ex. children|yefuiple or people with
impaiments, and whether they are subject to a higher risk undernd#ion of a reasonably
forseeable usage of the product

A The characteristics of the product, in particular its composition, execution, packaging, the
conditions for its assembly and its performance at maintainance, storage and transport

A The effect of theroduct on other products, if a combined or joint usage with other products is
reasonably forseeable

A The appearancepresentationlabelling, directions for use and operation, instructions for the
maintenance, storage and disposal as well as all othemstats and information from the
producer or importer

The Austrian Produktsicherheitsgesetz" is based on the product safety directive 2001/95/EG. For special
kinds of products additional directives are applicablex(f.@oys: 88/378/EEC).
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Information obligation of the producer

Within the framework of their respective business activity producers and importers must provide the
consumers with information such as safety warnings and atising and directions for ugkat allow

the uses to recognise and protect themselves from any dangers that are related to the product and its
use during normal and reasonably forseeable duration of usage and that are not immediately
recognisable withoutlevant safety warnings

However, even the most comprehensive information and safety warnings dodeotnify the
producer or distributofrom the obligation to fulfill the above mentioned safety requirements
(according t&8 4 Abs. 1 PSG 2004).

Product safety advisory committee

It is the task of the committee to provide councellingtte protection of consumers from dangerous
products on the prevention of household, leisure and sports accidentsnahd market surveillance.

One of the tasks ishé formulation of recommendations on issues of product safety and accident
prevention, even for products that are not or only partially subject to the application of this law.

Voting members of the advisory committee are one representative each of:

. The Chamber of Commerce Austria

. The Federal Chamber of Workers

. The President's Committee of the Chamber of Agriculture Austria

. The Austrian Federation of Trade Unions

. The General Accident Insurance Institution

. Thelnstitute "Sicher Lebehat the "Kuraorium fiir Schutz und Sicherhéit
. The Austrian Committee fdnfancy AccidentPrevention

. The Board of Senior People

9. The Association for Consumer Information

0 N o 0o~ WDN P

10. The Association of authorised and accredRegearctCentes andlest Sations(Austrolab)
11.The Consumer Board at the Austrian Standardisation Institute

12. The Austrian Syndicate fé&ehabilitation

13.The Federal Ministryor Economy and Labour

14. The Federal Ministrpf Health

15.The Federal Minisyrfor Agriculture, Forestry, Environment and Water Management

16. The Federal Ministryor Transport/nnovationand Technoloy

17.The Federal Ministryor Social Affairs, Generations and Consumer Protection as well as
18.One joint representative tfe federal provinces

3 necessary, unsafe products must be-tialed" from the market. Intetec in cooperation with Eurocommerce
2004 and other organisations has formulated a guideline on corrective measures and recalls,
www.eurocommerce.be.
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2.1.1. Aspesof product liability from legal directives and jurisdiction

The product liability in Austria is regulated in therdbdukthaftungsgesétzPHG (BGBI |1 1989/99 in

its latest versiofl. It comprises personal damagedamaterial damage that were caused by product
failures at the time of bringing it into circulation by the liable entity§15 PHGthe directive defines

the failure of a product as a deficit in safety, when the product does not offer the level oftefety t
can be expected under the consideration of all conditions. Failures occur eitaduras in the
construction (or compositign production or presentation. In the latter case these failures are also
referred to as failussof instruction.

Deficient product information in the context of presentation

Special attention is granted to the presentation, which includes besides oral statements, in particular
the printeddirections for use and instructions that have to facilitate the safe ysageasurdor the

eligible safety expectations an objective standard is applied, i.e. an average, ideal type consumer. This
is applicable only conditionally, if products are meant for specialists only and if this group of people
has certain knowledgdn such a cas the safety expectations may be lower. On the other hand the
level of safety expectations can be increased by marketing messages or special warranty conditions.
In the judicature especially the failure of instruction or failure of presentation has tednrous
decisions that mostly were in favour of the consumer, as a very high level of safety requirement was
assumed Particular emphasis is laid on directions for use, as these are meant to inform the consumer
of any dangers in relations to the produsagéel including the kind and intensity of dangerand to
ultimately avoid thenf If a producer must anticipate that especially visually impaired or blind people

will use a certain product or medicine, he is obliged to inform these people on théinusagelequate
manner.

Also crucial is the usage of the proditself thatcan normally be anticipated. Contrary to this, the
deficiency in liability and warragtdirectives refers to the usage property of the delivered good.

Liability in the P HG

The PHG deerminesliability irrespective of the fault and can neither be excluded nor limited in
advance. In principle the producefrend and part products or base materials, the pseudo producer, a
company labelling third party products with its own Iganeabrand, etc. as well as the importer, who
brings the product to the European manesp. the EUor the first time, are liable for indemnities.

Even a retailer can become liable, if the damaged person cannot determine the producer or importer.
The retder however can avoid the own liability, if he can provide the qualified data of the producer or
his own supplier within a reasonalbime period.

*Based a the directive "Produkthaftungsrichtlinie" 85/374/EG.

9 Ob 20/00g in ZVR 2001/36; 2 Ob 207/99a in ecolex 2000/9; 8 Ob 183/00w) ecolex 2001/167 Thaler; 10 Ob
399/97t in ecolex 1998,834; 1 Ob 53/98w in ecolex 1999/120 Wilhelm.

® See Welser/Rabl: Prodikthaftungsgesetz PHG §5, 16.
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2.1.2. Prodd information for blind and visually impaired people

Due to he wide scope of "visual ipairment" to full blindness it is not possible to reach a uniformed
standard on how in general blind and visually impaired people must be informed. It rather is necessary
to specify these requirements for each respective user group of prodlgile. it might suffice br

people with a low ormedium degree of visual impaient to provide product information in
appropriatetype sizes and zoom options, for almost or totally blind people specifii atyxmeans

must be provided. The currently most importargamsis Braille as well as systems reading out
information, if they are available for certain applications.

Braille

The system developed by the Frenchrhawis Braille in 1825 enables blind and highly visually
impaired people to read and write textssiBasymbol is the soalledBraille cell, consisting of6 dots
that represent certain letters, numbers orcfuation marks in certain arrays. As Braille should be
readable by touching with the fingers, certain minimum sizes must be adhered to, in @rderde
proper reading.

Also for labelling and identification of medial product packagesr8&ille must be used (sex2).
The recommended standard for size of cells, dot distance, height and forrdisitaer b ur g, Medi um
astandardied center print.

Braille can also be used with salled embossed printing machines or special computer applications.
In terms of offering a form of support for an as large as possible group of people, Braille faces the
problem, thapeople turning blincat alater stagein life often did not learn Braille and are almost or
totally unable to learn ithen due to various reasor($.ex. peripherereduction of sensibilities in
combination wittDiabetes Mllitus ascause of turning blind from RiabeticRetinopatly).

Electronic auxiliary means

Computes can be operated with the useSafreenreade$oftware which allows blind people to get

the screen content and operating controls read out. Prerequisites for comfortable navigation in the
internet are barriefree or at leastairly accessible websites. Printed texts can only be read out with
the help of scanners and text recognition software. For accessible books and publications audio
libraries are available, which provide and rent out such publications in a special DBI§iYal
Accessible Information Systerfgrmat that is suitable for blind people.

The latest technical developments are electronic codes and tags that can be scanned with the
smartphone camera atftenare read out with a special softwaPeoduct informatia and instructions

for use often are provided on or in packages in a folded, creased form, which significantly impede the
scan processes or even make them impossible in the case of bent product forms. Access to information
via bar codes and tags with modeamartphonesadditiorelly have the disadvantage, that they are
connected to fixed databases, which are not navigable sufficiently and that cause costsnsutiner
(Internetconnectiohdata base requirgd
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2.2. Speial legal requirements for pa@ge insert leaflets and labelling of
pharmaceutical products

2.2.1. Eurogan directives for member states

Basd on the Europearegulatoryguidelinesfor the reulatory admission of medicinal produdtse
Regulatory Guidelinéscontan the formulation of directives for the production of SPC and PIL as

well as the labelling of medicinar@ducts in the European Communifyhe guideline Summary 6
Product Ch ar a c whch issptovided in & SooRdCr@vision since 2009, cae b
considered as the base document. This core document of all national SPC regulates the exact field of
application of the pharmaceutical product, which also is the regulation for the labelling and directions
for use. Requirements for the labelling andghekage insert leaflet, also called directions for use, are
outlined in the Guideline on the Packaging Information kfedicinal Products forHuman Use
authorised by th&uropearCommunity, 2008.

Labelling and package insert leaflet of medicinal products

In addition to the general directives of the guideline on package labelling informiomember
states of the EU have the possibility to require or to permit for their territory special potentially needed
information on the package of medicinal protu For this kind of important information the term

A B |-BiexHhas been defined. Such additional information must be presented in local language
without exception in the scalled 'Blue Bo x & special section on the package and/or package insert
leaflet.

Blue-Box Requirements in Austria

A reference whether the medicinal produdida prescription and available only in pharmacies",
Fon prescription'dr Aavailable only in pharmacigs

A For radio-pharmaeuticals:"On prescription only. To be delivered omtyholders of a permit
for handling radioactivenaterials persuant the radiation protection laws

A Vaccines and blood product®fficially released bargé, "Charge marketableds well as on
the inner packageProdict name, Ch.B., vervbis." and a labeWith the notice; "Each
application should be documented in the patient's clinical record or vaccination passport with
the enclosed adhesive labels"

A Notice in the package insert leaflet: "The application of the pharmaceutical product might lead
to positiveresults in doping control checks" or inform on important risks

A EAN Code ispermitted but not required

A Symbok and pictogramme:. Warning This medicinal product can affect the ability to
respond and the roadworthines&$ well asAThe Green DGt any oher ecyclingsymbols
and the radioactivityysnbol

" Notice to Applicants Volume 2T Medicinal Products for Human UgeRegulatory Guidelines of the Rules
governing Medicinal Products in the European Community
http://ec.europa.eu/health/documents/eudralex/index_en.htm.
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Blue-Box requirements differ within the EU, therefore the latest versions of requirememikl e
requested from the respectiveational authorities. Wiile in Audria and Hungary prices and
reimburserant may not be printed on the package, this is an important requirement in Belgium and
Portugal in other countries it is not required, yet not prohibitedtailsare available in the guideline,
these however are dating back to 2008 and therefore migiet lbeeen adapted nationally in the
meantimé.

Language requirements, perceivability and readability

The texts of the labelling have to be presented in the language(s) of the country, where the medicinal
product will be put in circulation. If multiple langges are printed, the contents must be identical. The
same is valid for the package insert leaflet. Samples for labeBinG@, and PIL have been formulated

by theEMA (European Medicines Agenciy) all European languages and are available on the official
EMA website’

A general requirement for the formulated texts &part fom the correct linguistic translationthe
"readability and perceivability" for users of the medicinal product, to avoid misapprehensions and
errors. In this respect the leadingcdment is the guidline by the European Commission, currently
available in its first revision, th&Guideline on the Readability dfie Labelling and Package Leaflet of
Medicinal Products forHuem Us e, 20090

Centrally authorised medicinal products theg aoton prescription only are handled with a separate
recommendation of th&EMA, as in some countries they must accommodate safe usage without
pharmacy advic& Apart from the name of the medicinal productsitenghand form of application,
particulaty the therapeutical indication, dosage, warnings and application information are important
for the patient, who must be able to understand this information without any doubt.

Readability of the package insert leaflet/directions for use

Pursuantto the giideline on readabilitysee above numerous considerations have led to detailed
requirements for the directions for use. On the one hand such a document is directed at the patients,
who in most cases are medicinal laymen, on the other handphkatian of patients is very diverse in

terms of age and educational background and in some cases might even be impaired by various
disease®r handicaps. The guideline therefore should providext to national basic requirements

also a recommendation on the ides of a package insert leaflet/direction for use. The
recommendations in this sector refer to font type fantisize, design, layout and kind of paper, print
colours, syntax, linguistic style and the use giisols and pictograns. For example easily relable

font types should be chosen, with well distinguishable letters and a miniomirsize of 9pt and a

line spacing of minimum 3mm (f.ex. f@imes New Roman The absolute minimum however is a

font size of 8pt with regular letter width.

®Notce to Applicants: AGuideline on the Packaging | nfor
authorised by the Community, 2008, Eudralex Volume 2,

http://ec.europa.eu/healtldcuments/eudralex/index_en.htm.

° On theofficial EMA homepageefer to chaptei Pr oduct i nfor mati on: Regul atory
and there to the notice 0RD Templates, MockJpsand samples and other sections

12 QRD recommendations on pack design and labelling for centrally authorisguesmmiption human

medicinal pralucts, EMA/275297/2010 from March 2011.
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Readability éthe labelling

Sector B of the guideline details the design of the labgll In this respect the guideé differentiates

the outer from the inner package, whereas for the inner package in most cases blisters or containers are
usal, which only offer vey limited space for textsAs minimum font size on the labelling a 7pt font
sizewith line spacing of 3mm is required.

Crucial information is the name of the medicinal productstitsngthand where applicable the total
content as well as the dosagenforTo provide a best possible readability, layout and design must
especiallyconsidercolour aspects and contradts terms of danger of confusion measures for a better
differentiationmust k& taken. The inscriptionsndilisters and small containers V&to be made in
such a way, that single units can still be identified accordingly.

Specific recommendations for blind and visually impaired people
A) Labelling requirements and recommendations

The European Directiv€004/27/EGprovided significant chamg to the Directive2001/83/EG',
which was interpreted by the guideline accordingly

First and foremost emphasis is on a clear differentiation of each package of a medicinal product. For
this reason the outer package must be labelled both in nprimednd inBraille. The elevated dots of
Braille may be embossed also on existing printed text, if such text remains legible.

If the medicinal product is available in only osteength the indication of only the product name is
sufficient, otherwise an indation on thestrengthis required as well. Producers of parmaceutical
products however are permitted to provide additional information in Braille on an optional basis, for
example if the medicinal product can be used for infants, children or adultspdhaldate of expiry.

For small packages the use of recognised abbreviasigesmitted.

If the package is labelled in multiple languages, also the identification in Braille must be provided in
these respective languagesr@ct translations must beugranteed also in Braille

For medicinal products that are only applied by health care professionals, as f.ex. vaccines, Braille
may be omitted. Also on inner packages the labelling in Braille may be omitted. For larger containers
without inner package &bel with Braille may be applied directly on the container. On an optional
basis also here additional information in Braille may be provided.

A later labelling with Braille in the course of sales or distribution to patients is not recommended due
to thehigh danger of confusion of various labels.

™ Directive 2001/83/EC as amended by Directive 2004/27/EC, Article HB6fah e name of t he me
product, as referred to in Article 54, point (a) masto be expressed in Braille format on the packaging. The

marketing authorization holder shall ensure that the pagk information leaflet is madevailable on request

from pat i entisférmaisrappeopriats farthblindmasd partiallys i ght ed. 0

Directive 2001/83/EC as amended by Biree 2004/27/EC, Aitle 54(a)i The name of the medi c
followed by its strength and pharmaceutié@m, and if appropriate, whether it is intended for babies, children

or adults; where the product contains up to three active substances, the international nmigtargpname

(INN) shall be included, or, if one does not exist, the cormmamme . 0
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B) Package insert leaflet/directions for uséor blind and visually impaired people:

According to the guideline, recommendation and request patient organisations tHeolder of the

permit to bring the prodi into circulation fnarketing authorisation holdeis required since May
2005to usea font size and font typ@ 6 to 20 pt without ®rifs) as well as contrasts and line spacing
thataresuitable for visually impaired people and that the package iresdhet is available in formats

that are suitable/accessible for blind and visually impaired people. Recommended are audible formats
such asCDs oraudiotapes, but also a production of the entire package insert leaflet in Braille.

This requirement therefe is valid throughout Europe and has to be integrated intonahtaws by
all member states. These recommendations are also binding for parpbeiers and distributers.

Consultation of patient target groups (User Tests)

The guideline on reability includes at this point also the requirements of the previously released
guideline of the European Commission on the consultatiwitls patients' target groupg$.The
procedures are detailed in a recommendation of the EMA and have been extended fram patien
organisations also to consumer associatidns.

Such tests serve the evaluation of the directions for use by the target group itself and should assist in
identifying deficiencies in theerceivability design and formulations in the course of the apjptinat

for the initial registration or at the occurance of significant amendments of the text or package design.

In this procedure no conclusions on the test parsorregards to their education or power of
comprehension are undertaken. The user test®desved andevaluated by an officiadssessor. As a

tool the EMA has published a checki&tQRD Gui dance and Checkl i st f o
Testing keeasahaiondly diffevent emphasis of certain issues is possible.

Consulted oganisatios must fulfill certain criteria, which are listed in a separate document of the
EMA.* They are asked to name experts for the testing and document them in an updated list. The
assignment of organsiations then is made based on the indications and fielpkcafiap. Thetests

include all multilingual documents as well as proesmecific summaries of the EMA, the-salled
European Public Assessment Repatd&PAR, which the EMA publishes on their website.

The testing includes reading, understanding #wedanswer to respective questions or in form of an
interview. Test persons must be able to find specific sections in the respective document and to
understand them in order to turn the information into correct answers to the posed questions. The
crucial question is: Canhe user find the information gikly and easily and once found, can he
understand it and act accordingly?

Additionally the EFPIA (European Federati of Pharmaceutical IndustrieAssociates) has
formulated a suggestion on the executiod anganisation of such tests, that is described briefly a
follows.

12 Guidance concerning consultations with target patient groups for the package leaflet, according to Article

59(3) and 61(1) of Directive 2001/83/EC as amended by dire2€i0d/27/EC; May 2006.

13 Procedure for review of information on medicinal products by patients’and consumers’organisations;
EMA/174255/2010; April 2010.

“Criteria to be fulfilled by patientso6 and ogonsumer so
(EMA) activities
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The testincluded to which extent the text content, structure and layout of the package insert leaflet
were designed to make patients understand the key information on field of applidagotions prior

to application, adverse reactions as well as on storage of the medicinal product. In the representational
project a questionnaire with 18 questions was developed: The test was considered as passed
successfully, if a minimum of 80 pErt of the participants answeeleach question correctly.

Apart from the test method described in the documents, also other methods may be implemented, as
long as they deliver reliable results. The goal of the tests is the formulation of informatioraimateri
that is patientand consumeoriented in regards to special requirements of the user group.

Testmethods

A Australian Method - Sless and Wisemefstructured verbalriterview)
Performance of indidual interviews in at least 2 test turns.
Tesbk arecorducteduntil a satisfactory result has been reached ®@ftparticipants. The test
group should be representtive and include a variety of age groups.
Test persons should not know the medicinal product and should not deal with written
information on a profesional basis.

A Package Insert Tes(PAINT, written readability tes)s

A Psychologeal Analysis of patient informationPAPI Personality and Preference Inventory)
This is a personality test with a questionnaire that offers several multiple choice answers. The
result is interpreted in graphs and the test person has the opportunity to react upon it.

A Methods of Communication Siences

A Multiple Choiceand others

Due to the unavailability of suitable methods curretind and visually impaired people cannot
actively participate in such tests.

Revision by th&eMA

For centrally authorised medicinal products the ENEAIfopean Medicines Agenciias developed an
authorisation process for printed materials for packaging and labelling. The goal is to further improve
the quality of inner and outer labelling as well as of the package insert leaflets prior todtirigfio
circulationor for amendments of thgermit.

The marketing authorisation holdes required to present models of the paek@dock-up) as well as

sanple texts for the package and package insert leaflet to the respective authbDhnidiesxact
procedure of mockips and sample texts is outlined in a document oEMA™. In this process the

high responsibility of themarketing authorisatiomolder is caosidered as well as the significant
importance of printed materials for the safe use of medicinal products. The process is focused on the
linguistical evaluation of the nationally translated materials in regards to their correctness and
perceivability compred to the authorised product informati@ummary of Product Characteristics,
SmPC)and the aailable space on the packagespEcially in cases of safety or product relevant
incidents EMA can perform a revision at any time.

15 EMEA/305821/2006 (The Revised Checking Process of Mdgk and Specimens of outer / immediate
labelling and packaging leaflets of human medicinal products in the Centralised Prodatteni2® 01 2007.
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At submission of sample texthemarketing authorisatioholder must confirm towards the EMA

that he formulated the sample texts according to national requirements,

andthat these are written in the official national language(s)

that nationalA B |-Rice xrdyuirements have been adigkiq

that the responsible producer named on the outer package is identical with the producer named
in the directions for use and

A that the required text on the outer package is also embossed in Braille.

> > >

If serious deficiencies are identified, these mhestcorrected prior to bringing the medicinal product
into circulation or can- in the worst caselead to a recall of the already distributed product from this
market.

2.2.2. Implementation of European medicinal products directives in Austria

For Austria the European directivegspecially regarding the directions for us@re standardised in
the 'Bsterreichisches Arzneimittelgesetz (AMG)".

Pusuant§ 16c¢. (1) AMG and the request of patient organisations,nlaeketing authorisatioholder

or the holder of a registration must assure that the package insert leaflet is available in formats that are
suitable for blind and visually impaired people.

(2) further outlines that the package insert leaflet must consider the results of the coopetation wi
patient target groups. The Federainidtry of Health additionally can decree more detailed directives

on the readability, clarity and uskiendliness of the package insert leaflet.

The sequencef the data in the directions for use igutated in§ 16 AMG. All information must be
formulated in accordance with the summary of product characteristics

Pusuant 8. (1) "Gebrauchsinformationsverordnung 2008 the directions for use must be provided

in German language, generally perceivable,aathngd and well visible and readable. The font size
(size of capital letters) must be a minimunildg mm.

(2) To fulfill the requirements as outlined in sectibthe directions for use must consider the results
of the cooperation with patient target groufrsthis context of assuring the readability, clarity and
userfriendliness of the directions for use, the principles publishédtirb9 Abs.3 und Art.61 Abs.1

of the guideline2001/83/EGAGu ideline on the readabiliettofy of
medi ci nal pr odunodt ke adheredtoh u man usehf

§ 3. (1) leg.cit.:Thedirections for use must be added to the package in the resgectivas package

insert leaflet.

(2) The package insert leaflet may contain further information as loribegsare relevant in the
context of safety of medicinal products. Such notice must be clesdyaged from the directions for

use, must not contradict the information given in the directions for use and must not suggest an
effectiveness of the medicingroduct that does not result from the directions for use. Medicinal
product advertisment is not permitted neither indinections for use nor in the additional information

on the package insert leaflet.

t

l
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3.Scaial, medical angpsychaogical background

3.1. Blindand visually impaired people

3.1.1. Medical classification and definitions

According to thdnternationalClassification of Functioning, Disability and Health (ICF) by the World
Health Organisation (WHSeeindgjis defined as theensitive function that refers to the cognition of
light, form, size, shape drtolour of a visual stimulus. Determinative factors are visual acuity (Visus),
visual field and quality of ability to s& Blindness generelly refers to the stgest form of visual
impairment with completely missing or very limited ability to see with one or both eyes. Blindness can
be congenital or acquired and usually is irreversible.

The usual method to maas the degree of visual impaient is to quantifghe factors "visual acuity"

and "visual field". Limitations of the visual acuityeindicatedas percentage or fraction of the "full
visual acuity" (norm).A normalvisustherefore equal$00 %.The visual field is defined as the area,

in which visual stuli can be noticed without having to move (eyes, head, body). It encompasses an
area of 175° for people without viual impairment and decreases with agee criteria for blindness

vary with the applied definition.

WHO Definition (Report 2004)

A Low Vision (Grag 1+2): Visus 0,050 0,03
A Blindness (Grad3-5): Visus <0,05VF<10Degrees
Visusrefers to theptimally corrected visus of the better eye.

Definition by the Austrian and German Association of Ophthalmologists

Visual impairment: up to a mamum visus o0f0,3on the better eye

Profound visual impairmentip to a maximum visus &,050n the better eye
Blindness up to a maximumigusof 0,02on the better eye

Amauross: no caynition of light and optical stimuli

A reduction of the visual field to less than 5 degrees also is defined as blindness

v >y > >

Definition of Blindnessaccording to German Law'®

A A person is visually impaired, if he/sheven with glasses or contact lenseamot see more
than 30 % of what a person with normal visual functionality can see.

A A person is profoundly visually impaired, if he/sheven with glasses or contact lenses
cannot see more than 5 % of what a person with normal visual functionalityecan se

A A person is blind, if he/she even with glasses or contact lensasannot see with his/her
better eye more than 2 % of what a person with normal visual functionality can see.

18|CF - InternationalClassiftcation of functionality, handicap and heaMiHO 2001 German translation
2005),P.. 60 f.

" Rau, U. (Hrsg.)"Barrierefreii Bauen fiir die Zukunft. Bewegungsraume optimieirenitiver Gebrauch
kontrastreichgestalténBauwerk, Berlin 2008.

18 Association of the blind and visually impaired peofBehleswigHolstein e.V.


http://de.wikipedia.org/wiki/Blindheit
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A A limitation to less thas % can mean, that a person can identify arecibpnly at a distance
of 5m, which a person with normgisual capacities can identify already from a distance of
100m. A limitation to less than 5 % can however also mean, that a person can only see 5 % of
thevisual field (like through a tunnel).

Definition of Blindness in Austria according to the Vienneséttendance Allowance Act2008
8§ 4a.(5)

People with a visual acuity belo®,02 (2 %of norm) are considered blind irrespective of the level of
visual field reduction. Blindness additionally includegairments with lesser limitations of the visus,
but a higher degree of visual field reduction as follows:

A VisusO 0, 0 2i ng visuabfielg impairment

A VisusO 0, 0 3i qa@antnopa

A VisusO 0, 0 6 hédmianopsd )

A VisusO 0, 17 t@bBlar6isual field impairment

The values refer to the respective visual functionality of the better eye subjeestt@dssible
correction Besides thguantitativevalue of visual capacitthe assessment of the level of actual visual
impairmentconsiders additionally how the remaining visual capacities can qualitatively be used and to
what extent other sensitive fuiats (f.ex. accoustic perception) are recruiteficcording to the
various definitions generally not only those people are comsides blind, who have no cognition of
visual stimuli @ A ma isfi )bL& also persons, whose visual cognition is limited degree that does

not allow an orientation with the visual sense.

3.1.2. Morpholoyg ¢ Diseadesffecting the ability to see

Visual impairments of varying degree to blindness can be caused by damages to various structures:
Cornea, lense, vitreous, maauretina, visual nerve, visual centre of the bréepending on the
affected structurehe limited or missing visual perception iigoted in varying functions of the
perception process (Sensation of stimulus in the-egienulus transmission from thegeto the brain

via receptors and visual ner- stimulus pocessing in the brain). The visual impairment can appear as
reduced visus, an increased stvity for contrasts and glares, various reductions of visual field and

as combination of these symptemrlhe visual impairment can be inherent, can become manifest
genetically during life or can be acquired from diseases or injuries.

Subsequently some examples of common diseases of the visual system, which can lead to a significant
visual impairment andlindness:

Cataract

A clouding of the normally clear eye lens leads to blurred vision and deteriorated contrast perception
with increased sensitivity for glares.
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Retinal Detachment

The detachment of the retina leads to malfunctions of many neuooisepsocesses. Common
symptoms are sudden dersgwmdows (black veil) arentral visual lossTypical signs are also flashes

of light or increase of floaters, which are noticed by patients during the early stage. Causes often are
diabeticretinopatly, myopga or genetic factors.

Retinitis Pigmentosa

Retinitis Pigmentosa is a genetic disease of the retir@macterised by the progressive loss of retina
cells, which leads tamight blindness (nyctalopia) and a reduced field of vision with tunnel vision.
Otha symptoms are a deterioration of the contrast and colour vision as well as the visus.

Macular degeneration

Maculais the medical expression for the retina centre, the area with the best vision acuity. A macular
degeneration leads to a parttal total bss of the visus. First symptoms are often noticed as blurred
spot while reading. With time this spot becomes larger, in an advangedfatas, street signage, etc.

can only be recognised dimly. The spatial orientation however remains intact and egppdetesl
through training

Glaucoma

This disease is caused by increased {otnaar pressure and reduced blood supply. Glaucoma is
noticeable by the increasing reduction of the vision field and by characteristic symptoms such as:
headaches, vertigbjurredvision and seeing halos around lights.

3.2. Sadial Situation

International

Worldwide there are approf9 million blind and285million profoundly visually impaired people. In
2004 theWHO published an article on blindness and visual impait, which includes European data

as well. A comparison of different countries however remains difficult, as the applied definitions of
blindness and visual disorders vary significantly across cou(Deffitions see3.1.1).

The report states thataglally 1,5to 2,2times more women go blind than men. In terms of age groups
the 49+ group represents 0,5% of the population, followed by the gredp with 0,1% and the
under 15 group wit®,03%

Germany
According to theWWHO 2004 Reportthere arel64.000 (0,2 %) blinénd 1.066.000 (1,3 %yjisually

impaired people in Germany. Approx. 10.000 people go ilimddernce 12,3/100.000)nd approx.
160children are born blind perear(2 of 10.000).While from 1990till 2002only a moderate increase


http://de.wikipedia.org/wiki/Weltgesundheitsorganisation
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of blindness by 9 % was registered, the increase of visual impairments reached 80 % in the same
period.

This increase is mainly due to the increased life etgpey. While optic atrophy is the most prevalent
cause for visual impairment the group<39 yearsthe 4079 age group suffers mostly frodgmbetc
retinopahy and the 80+ group from macular degeneration, followed by glaucomd8 As of all
blindnesses occur at the age of 80+, theratgged macular degeneration is the most frequent cause of
all blindnesses in Germany. 68 % of all people going blredv@men. Main reason seems to be their
higher life expectancy making them overproportionally represented in this age"yroup.

Austria

The last survey of th€entral Statistical Officaegistered7.800 people in Austria as practically

b | i ireddiigntationin an unknown environment without help is not possible due to their visual
impairment) andt . 6 ®@lly Al i ned They(cannot differenciate light and darkness and they need
other senses, especialigaring and tactile sense for orientati@ven inawell known environmeny
43,4% of the Austrian nationals suffer from a visual impairment, which is permaner&l1&000
people- 3,9%o0f the populatioff.

3.2.1. The Austrian Federation of the Blind and Partially Sighted

Even talay blind and visually impaired people still have very limited access to books and other
information published in printed media. The wast majority of books and newspapers in accessible
formats such as Braille, large print or audio are not produced bpthmercial publisher, but by nen
commercial organisationg.he Austrian Federation of the Blind and Partially Sighted sueh a
facility produdng and distribuing accessible audio bosR as well as a training & education cerfire.

The Austrian Federatiomf the Blind and Partially SightedBSVO) is active in international
cooperations and accessibility measures and partidylpursues the implementation tife regulation

on improved access to books and print produets presented by the World Blind @ni (WBU) in

2009 - into the regulations of th&Vorld Intellectual Property OrganisatiqiVIPO). This contract
should solve the conflicts on international intellectual property rights for audio books and support their
international distribution.

The political will of the European Unions (EU) citizens led to the acceptance by the European
Parliament in February 2012: The resolution on the acessibility of books and print media for people
with functional reading impairmenggassed with significant majority In 2008 Austria ratified the
European Fundamental Rights Chadswell as statutgiaw for people with diabilitiesas agreed on

by the United Nations(CRPD)and is now challenged to engage in the implementation. Especially the

9 Bertram, der AugenarztDecember 2005p.267-268. e alsovww.augeninfo.de/separee/aa.

200sz 1998

2 The audio library of th&SVO prodes audio books in cooperation with professi@uors and speakers and
comprises currently appro%0.000books, which can be played and navigated wilhiAdSY Player

%2 SEBUSwas founded under the sponsorship of the Austrian Federation of the Blind and Partially Sighted. The
project is financed byhe Federal Social Service Department from Austrian governmental funds for handicapped
people.


http://de.wikipedia.org/wiki/Diabetische_Retinopathie
http://de.wikipedia.org/wiki/Diabetische_Retinopathie
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articles 21 and 300f the CRPD emphaise the rightof access tanformation and cultural goodsr
people with diabilitiesby providingbarrierfree formats™

3.2.2. Psychsacial Aspects

Many blind and visually impaired people suffer from additional illnesses, wiishlts in further
impairment and a higher need for medical assistance and care. Especially those people, who do not
live in a family or partnerelation, become frequently isolated. Psychological consulting and treatment
therefore should focus @timulating the existing capabilities of the affected patients to support them

in leading- as much as possibla selfreliant and active life in society.

Part of this seffeliance is also the access to information, which is an important prerequisite for equal
participation in the socialfle in our society.The main objective therefore is the optimisation of the
bio-psychesocial weltbeing by strengthening healslupporting resources, whereas these resources
as social and personal means should contributeastenthe life situation, such as esgive self
esteem.

Promotion of a self-reliant Life

The UN Convention on the Rights of Persons with Disabilitesich is valid law also in Austria,
regulates among other things in article 19 the independsmuct of life and the social inclusion
("Unabhéngige Lebensfiihrung und Einbeziehung in die Gemeinschaférticle 20 the personal
mobility ("Perstnliche Mobilitat)' and in article28 the appreriate life standard and social protection
("Angemessenendbensstandard und sozialen Schu#ll these regulationare aimed at an as much
as possible selieliant life of people with disabilities.

While in the area of education and access to universities already many achievements likérdzarrier
educationand teaching methodology have been accomplished, there are still many problems for this
group of people in the area of daily life, leisure, social inclusion and mobility. Many of these problems
are caused by the restrictions of geliant information acess. Without help currently blind and
profoundly visually impaired people cannot perform simple activities such as finding the route of a
bus, the right metro perron or train schedules, idgngffood products in the refferator, checking

dates of expir or gathering information on the effects of a pharmaceutical drugmpeoove the

quality of life of this group of people in a sustainable manner, innovative systems will be required.
Such solutions need to be developed with strong involvement of théepeamcerned to ensure
functionalities suitable for the practical application.

Complianceand SefReliance ofPatients

Especially for the selfeliance of patients as well as the aplomb of consumers it is important that the
information available on p&age inserts or instructions for use of a purchased product are not only
correct and comprehensive, but also "readable"/"audible" and understandable.

% 3ee also the official website of tHBSVO (www.blindenverband.at).
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An AOK?* survey on the occasion of patient opinion poll showed 83a8% of the interviewed
patientsacqure information about pharmaceutical products, which they need to use, from their
physician,65,2%from their pharmacist ane5,3% from the package insert{multiple answers were
permitted.

The question, how important patients rate the package inserscaleafroml (very importany to 5
(not at all important was answerkby 71,9%of the interviewed people with (= very importany,
18%with 2, 6,7%with 3 and onlyl,7%each with4 and5.

On a virtual scale of {not at all important) t& (very impatani), the test group rated information on
dosage and dosage formgreventive measures and safety instructions, tolesamteractions and
adverse reactions and fields of application as very important. Information on the producer (3) as well
as ingredents and composition (4) were rated less important by the consumers.

A survey, which was conducted #007 by the centralassociation of the Austrian social insurance
carrier$® shows a similar resul69% of the interviewed always read the package insgrivhen
taking a newdrug, 35% of the interviewed stated that they consider it important to read the package
insert to control the correctness of the prescription.

As a conclusion it can be said that this data shows a high interest among the populaticin in s
information, which currently is not available in the same extent and form to blind and visually
impaired people. The telephone hotline, which was implemented in Austria in cooperation with
pharmacists, can cover a substantial part of the urgent neduish corresponds with above indicated
consultation rate for pharmacists of 65,2% of the interviewedt the demand 065,3% of the
interviewed people in Germany to read/hear the directions for use autonomously exewdd % of

the interviewed peoplin Austria, who always want to read the package insert, remains unmet.

24 Nink/Schréder!'zu Risiken und Nebenwirkungen: Lesen Sie die Packungsbeilages.
% press information of the central federation of the Austrian social insurance carriers dated 28.12.2007 on results
of a representative survey of the GFK Austria with 4.000 Austrians from the age of 15 years onwards.
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4. The survey test product { LISSOK / 2RSd

4.1. Technial basicinformation and requirements for application

"Speech Code" ia 2-dimensionalcoloured data matix cogde/hich allows to encodbinary dataas so
called colour Yots" and to apply the coded datath grid- and colour calibration information on a
surface as fixed image in automatically optically ed#d form. Theoptically readable, coded data are
scanned with ptoeletronic sensors and decoded by use of the grid and colour calibration information,
whereas the information of the fixed image is decoded into the original binary data and transgerd into
mobile display with speech output.

The grid and colour calibration information provides the possiblity to make a much higher amount of
different colours differentiable and in due course to increase the data density on a presemfaten

By applyirng the compressed data on a surface as fixed image in automatically optically readable form,
initially a more or lessinhomogemious coloured area is provided, which does not make any
information readable with the naked eye, except for additionally apptiedded information such as
logos or icons.

Commonly known technologies, such as for examplé@ie Code" process the information captured
via a mobile phone's camera to identify a link ttien triggers the respective dowoad of data.
Contrary to ach technologiesSpeech Code'processes the fixed image information without any
external data connectioor data transfer intgext data, which instantaneously apysaam the display
and in speech output.

The combined use of data redundancy via linearection with"low-density paritycheck (LDPC)
code"by Gallagerand nordissipative data compression BHyffman ensures that decoding only takes
place, if theLDPC data flow is complete and in due course alsoQR&test after decompression has
been sucessful. Hencd00% data accuracgndsecurity is guaranteedue to the extremly complex
structure "Speech Codes" alkso highly fraudresistant.The use of'seeds" as numerigasis for the
data compression during the production"$peech Codesadditionally allows forthe use ofPIN-
codego limit information access to defined user groups.

Due to lateral distribution of the applied grid and colour calibration information assared that
"Speech Codestan be decoded, even if tharface is partly oentirely shaded or exposed in certain
colours.

To decode Speech Codes"lsb from bent surfaces, an efficient, adapted,-lhwear regression
analysis by Kerchler is applied, allowing the decoding of data from surfaces with a minimum radius of
2cm

To meet"Speech Codg' claim of barrieffree accessibility, the user asidicguidedthroughthe scan
process in such a way, that the optical cohghe smartphone camers positioned optimally in
relations to the'Speech Code'and the imagehenis recorééd automatically without any further
intervention by the user. This ensures that visually impaired peoplsceariSpeech CodesSelf
reliantly and that the image recordingakvays happeningt thevery moment, when the algorithm
captures the "Speech @&’ in the optimal resolution, exposure, orientation and position.



Page| 31

"Speech CodessServe well for barriefree, secure data transfer, whereas the decoded information is
made available as navigable text on thebile display and in audible format vidtext-to-speech”
(TTS) technology. The encoded information is languagecific and can supporhore than40
languages byN u a n ¢ Eh&quality of thespeech outputan be improved by making use of the
phonemefunctionalitiegtranscriptions which allow for a correct pronounciati@venof loanwords

and foreign language words.

Additionally there is the possibility to usertml characters to reduce the data load of recurring text
modules. Next to the reguldBpeech Codénformatiort' with flexible "dot" number, there is also a
special code format with a fixeélot" number intended for food product labelling, as food product
safety information can be standardised langdadepenéntly byusng control characters.

The process of generating and decodiBgeech Codediappens i3 steps

1. Encoding of text with optional use ofipneme and generation tfie"Speech Codes"

2. Print andapplication of théSpeech Codes"

3. Scanand deoding of the"Speech CodesWith immediate presentation of the informatiion
readable and/or audible format

Prerequisites for the described processes are

ad 1.Use of the"Speech Code Generatogither as application on a PC, as service on production
servers or via the gbsite "www.speechcode.eu".

ad 2. "Speech Codestiust be printed on surfaces that are -reftecting and proviohg a certain
colour stability, especially regarding Uys.

ad 3.Any smartphoneequipped with a camera with a minimum resolutiod ofegapixelcan be used
to decode "Speech Code&urthermore the possibility for audio output via builloudspeakers and
the information presentation on a display will be advantagedes.rdquiredscanapplication(App)
"Speech Codels available for the lptforms Android and iOSwith other platforms such as WinPhone
to follow.

4.2. Fields of Applicatios

As the production of information in {5e e c h  f@mat & fincorporated inregular printing
processes and there is no need for technical infrastructure such as electricity, batteries, internet
connectivity, etc., the technology "Speech Cocla be considered to be vergsteffective with low
maintenance requirementsSpeech ©des" are much more "socially inclusive" than f.ex. DAISY
formas as they can be presented on the very same piece of print as the regular text.

"Speech Codes" afi)0 %accessiblall the time and everywherde tonot requiringa connection to
any otherdevice platform or communication means.

In contrast to technologies like "QR Codegielivering marketing informatiorby trackingthe user's
online behaviour, "S p e e ¢ h gualdies éofi all applicationsthat legally require 100 % data
accuracy dataprivacy ancbarrierfree accessibility
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This is valid for any kind of product information, especially for the labellingosimeticsmedicinal

and food products. With one and the same "Speech Code" it is possible to gresgeech output of

the condined product information in all available languages, if a standardised format of the
information can be applied across languages and countries (f.exidelstandards).

Additional fields of application for providing barrifree and selfeliantinformation access to blind
and visually impaired people are:

Documens, certificates, contracts and forms

Invoices, bank statements and other financial information
Medical reports

Newspaper articles andb advertisments

Safety instructions in public transpdacilities and public buildings
Orientationguides signage andotices in publicspaces anbuildings, train stations, airports,
museums, concert halls, hotels, restaurants and leisure facilities
Recipies and prescriptions

Menus in restaurants

Productswith identical packaging

Vouchers and special offers

Colour information for clothing

D B D D D

> By > >

The multilingual availability of information allows the use 't8peech Codealsofor the purpose of
providing information accesto citizens with language deficits.d@ernment agencies andtharities

can improve the social integration of immigrants by providing information in multiple languages in a
spacesaving, coseffective way

The same is valid for any public information campaign; By placing "Speech Codestiltiplen
languages on posters and brochutks, integration and inclusion aitizenswith language barriers
can be improved at moderate costs.

As the access ttSpeech Codefnformation does not incur costs to the consuraéso financially
handicappegeople will have access.

"Speech Code's" multilingualism with currenthore thar0 available languages and the omission of
roamingfees for visitors from abroad facilitate applications in the tourism sector:

Cities/countries with a high percentagdrdérnational guests can address their guests bémieand

in their national language. Especially tourists from the large growth markets Brasil, Russia, India and
China (BRIC) often have no or very limited knowledge of a foreign language and thdraf@e

high need for information in their own language.

An example of successful information accessibilityGistaad inSwitzerland, where all signage and
information is available also in Japanese facilitate a selfeliant visitor experience for their
numerous Japanese visitors. Due to the small space requirements for "Speech Code" (2 pages A4 in
approx. 5cmx5cm) signage in multiple languages becomes possible for international destinations.
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Hence, the following touristic applications are possible

A

> > D>

p>

>

D v >

General information and safety instructions in airports, train stations and other public transport
facilities

Information on rates, schedules and routes at stops of trams & sight seeing buses

Museums for signage and detailed information on eadttibé

Event centres such as concert halls and opera for information and programs

Sights such as churches, historic buildings, monuments or fountains for detailed information
in multiple languages

Leisure and theme park®r safety instuctions and warningiotices of attractions and
facilities.

Hotels and convention centers for emergency plans and instructions as well as for service
information

Restaurants for menues

Detailed information on history and making of high quality souvenirs and clothes
Sportfacilities such as ski lifts, golf courses aiithésscentres

Destinationmarketingfor theme walks, hikingcyclingand adventure trails
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5. Academidoackground StudySFU 007Aih Austria

The Sigmund Freud UniversitVienng in cooperatiorwith the ESQH (European Society for Quality

in Healthcare)ienna Office is cooperating for quite some time with tAastrian Federation of the
Blind an Partially Sighted (BSVO) with the purpose of supporting the interests of blind and visually
impairedpeople in regasito accessible teaching, publication of audio baarks development of new
auxiliary tools. Tlis tre SFUDepartment of Health Law and Scierntaschosen @ publish all their
publications additionally in an audible format.

The preparatoryacademic evaluation of the study found a high demand for accessible information
channels and tools among blind and visually impaired people. Especially in the field of product
information there is a high demand for acdespackage insert texts and ta@omously navigate to

the needed information. A respective tool would enable blind and visually impaired people to
participate infReadabilityTestsi for pharmaceuticgbroductsand to promote the accessibility needs

of their target group.

Furthermore he prevailing legal normstipulate for producers and distributers high standards for
correct product presentation (generadind especially fomedicinalproducts) and product safety, i.e.
end consumer product information. Should deficient or incompletesumer information lead to
personalharm the producer or importés fully liable for all relatedcosts as well a$or resulting
alimentary paymentand medical treatments for the victim.

For these reasons all involved parties have a valid interdstimologies that can support product
safety issues.

The objective study therefore aimed at testthg innovative auxiliary togl "Speech Code" as
AAudible product information and direction for uswith the involvement of the prime target group.
Furthermore the scope included the evaluation of an adequate navigation withixitre such
AAudible product information'to give blind and visually impaired people sedfiant access to the
needed information and tallow their participation inARe a d & b i |TEhe ewaldation of
AReadabilityTestsi could follow in a seperate project with the involvement of the associations.

Survey

The first part of the evaluatiateals especially with blind and visually impaired people. The data was
collected in diect tests from probands witHifferent levels of impairmertlindness. Members of the
Austrian Federation of the Blind an Partially Sighted as well as students and teachers of the BBI
(Federal Institute of Education for blireshd visually impaired childr@rwere invited to participate in

the test and a following interview.

To assess to what degree the results are specific fat &fid visually impaired peopla,survey was
conducted witmot affectedpeople (mainly studentsyhese interviews omitted tHeregoingtest of
thetool due to no or only slightisualimpairments of theeprobands.
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In parallel with this study a detailed evaluation was started with patients and consumers, to evaluate
the implementatiorof the "Speech Codetechnologyfor peopleunder medical treatment. Probands

with varying degrees of visual impairment and from diverse fields of indication as well as rare
diseases patients test the tool to evaluate its benetiséinthe regular therapy.

From an academic point of view a higemand for accessible information channels was identified in
the research area, which will be further evaluated by subsequent projects on providing infaamation
probands and patientfor a variety of purposes such as patient passponiglical record
documentationsadverse drug reaction reporting, etc.

Implementation

The data that became available in this study will be presented to authaotiesetent authority for
drug regulation ProductSafety Advisory Body, consumerorganisatios, the Austriam Chamber of
Commerce, industry associatioffharmig etc.),and other groups to conjointly consider further fields
of application and to thus provide broad information access via this new tool.

The academic consortiuincludes important players in theea of product information for blind and
visually impaired people. Some of its members also contributed as authors to the present publication.
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6.Study design, methodology and analysis
6.1. Questions

6.1.1. Distinguishing blindness from visual impagmb with respect to the
application

Is there a fundamental difference with respect tatueptanceof the system? Based on the questions

as to whether people would use the system if it was available, and whether they would like to be able
to use the syem also for other purposes, the intention was to find out if a higher degree of visual
impairment or blindness (since birth or any later loss of eyesight) correlates with a higher degree of
acceptance of technological applications of this type.

Another indamental question was to find out if the application is considered a positive development,
with the potential to facilitate the daily life of persons affected by visual impairments of varying
degrees, and how the two groupgaluate the general usefulnesof the application, based on
guestions as to whether and how often people would have needed such a system already, and if they
would use it if it was available.

Subsequently, this evaluation of usefulness had to be compared to the evaluation of thie ease
operation (based on the question: What is your evaluation of the application overall?). For consumers
to actually be ready to use the tool in practice, it must be easy to operate.

6.1.2. Comparison with a control group of persons without, or with alight
visual impairment, with respect to acceptance and evaluation of
usefulness without test of operation

A comparison as to whether people with good eyesight assess the usefulness of the application in a
similar way would suggest that the demand faystem of this type is much higher than originally
assumed. In order to create a comparable situation, primarily students equally used to handling
technological products of this type were interviewed as the control group for the blind and visually
impaired persons accustomed to the use of assistive technology.

6.1.3. Impact of age on the evaluations obtained

The selection of the three age groups was essentially based on the assumption that these groups
approach technological products in different walhile the first two groups are very likely to be
accustomed to mobile phones, this would only apply to the third group to a lesser extent. The idea was
to show the extent to which acceptance and perceived usefulness in the groups with different visual
impairment depend on age, and whether due to the usefulness of the application, persons that are not
used to handling technological devices would basically be prepared to buy a mobile phone to use the
service (based on corresponding questions as to whethpetbon has a mobile phone that would be
suitable, or if not, whether they would buy one).
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6.1.4. Preparation of a profile of potential system users

From the data obtained already, it should be possible to prepare an approximate profile of the groups
that are most or least interested in the development, and to answer the question if the target groups
may be assumed to dispose of adequate technological equipment already.

Said profile also includes a direct evaluation of the system components, nameélyndar the
scanning procedure, evaluation of audio instructions, as well as the quality and speed of speech, which
are all going to be decisive criteria for acceptance within the scope of further development.

6.1.5. Finding the information required

The code submitted to the test subjects included complete instructions of use with anonymised
designations of the pharmaceuticals. Based on the navigation steps, it was to be tested if people get to
the information they are looking for. Evaluating the questhow easy was it for you to handle the
software in order to get the required information” was the starting point for a targeted search within
the text. It is the basis for the future possibility of participation in "readability tests" on the part of
blind and visually impaired people. In another project stage, the test requirements of EMA will be
specifically simulated and evaluated.

6.2. Standardised tests with blind and visually impaired persons

6.2.1. The study protocol

The present academigpnrinterventional study of talking product inserts and product information was
planned in the first stage with voluntary participants from the Austrian association of blind and
visually impaired people (Blindeund Sehbehindertenverband Osterreich) utidemmanagement of
Mag. Gerhard Héllerer (former president of BSVO) and DI Doris Ossberger (head of the division for
barrierfree building construction, BSVO), and carried out in a second trial run in the training and
education division under the managemehProf. Erich Schmid (BundeBlindenerziehungsinstitut;
federal educational institute for the blind) with youths in training.

It was merely a product application study implemented outside of any health facilities, consisting in a
mere test of an expemiental setup including a brief interview; also based on the type of questions
asked, it cannot be classified as interventional in any way. The application itself was presented on a
commercially available mobile phone, so there was no risk for the test&ibj

6.2.2. The questionnaire

The questionnaire was prepared in cooperation with the consortium members and worked out by SFU.
All data were collected by the responsible team members in anonymised form. With a view to the
qguestions asked, only the pestively required information regarding the person and his/her case
history was recorded.
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Personal data:

A Sex (female / male)

Age group (under 18 years, 180 years, over 50 years)

Blindness (since birth or later loss of eyesight) or visual impairment

If visual impairment is indicated: the test subjects were asked if they were still able to
orientate themselves using their eyesight (yes/no)

and they were asked to indicate if they were still able to perceive visual information

Indication of the subjectivassessment of perceptive faculty

on a scale of-Q0

> > > >

Questions concerning the use of the system and concerning the basic requirements:
A Question as to whether the person has a mobile phone,
whether the mobile disposes of a camera function, and whetkdrasically suitable for the
application,
If the test subject does not have a mobile phone, question as to whether he/she would buy one,
Question as to whether the test subject would use the system if it was available (yes/no),
Question as to how ofteé test subject would already have needed such a system (daily,
weekly or less frequently)
A And question as to whether the test subjects could imagine that such a system might also be
useful in other areas (food, cosmetics, patient passports, other appdicat

> v

Questions concerning the evaluation of the system:
A Application in general

Handling of the scanning procedure

Clarity of audio instructions

Usefulness of audio signals

Quality of voice output

Speed of voice output

Usability of navigation within théext

> > > > > > >

See also the illustration on the following page.
6.2.3. Execution of the test

Within the scope of collective appointments arranged by the Blindieth Sehbehindertenverband
Osterreich (BSVO; Austriafrederatiorof the Blind andPartially Sightedithat were held in Vienna,
Carinthia and Upper Austria to provide for regional spreading, blind and visually impaired volunteers
were provided with an opportunity to try and test the system. The standardised test setting consisted of
five mobile phones witltamera function on which the programme had been installed, including one
copy each of the code that was meant to be read, and oral instructions regarding operation of the
mobile, with a presentation of the application before the group of test subjectis(iog of 510
persons).

Then a group of 5 test subjects were simultaneously asked to test the application. Those same persons
were then asked for an interview, with the method of data collection applied consisting in an interview
conducted by the ANISNeéeam members with the test subjects and recorded in the questionnaire.

The same test setup was also used at the BiBlawenerziehungsinstitut (BBI) where youths of
different age groups and educational levels tested the application.
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How do you evaluatethe application
overall

1= bestvalug 5=worstvalue

Howdo you evaluate

1= bestvalug 5=worstvalue

the handlingof the scanningprocedure

Isthe clarity of
audioinstructionsadequate

1= bestvalug 5=worstvalue

Howusefulare the
audio signals

1= bestvalue 5=worstvalue

Howdo you evaluate
Thequality of the voice output

1= bestvalug 5=worstvalue

Howdo you evaluate
D too quick

Thespeedof the voiceoutput

D just right D too slow

Didyoufind the handling
of the softwareto

1= bestvalue 5=worstvalue

obtain the desiredinformation easy

Signatureby memberof trial network
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6.3. Opinion survey among consumers without visual impairment or with
only slight visual impairment (control group)

In order to be able to compare the group of blind and visually impaired people with a control group of
people that are ndilind or affected by severe visual impairment, and to evaluate the benefit of the
application, an opinion survey among 634 pasbgr@nainly students) was carried out in public.

It consisted of two brief questions only, without testing the application:

Question 1: The speech code also enables persons without visual impairment to accurately read or
hear text in very small print. Would you use a speech code on product inserts? (1=yes, 2=occasionally,
3=very rarely, 4= rather not, 5=never) In case thevanss 4 or 5: Why rather not/never? (A=too
cumbersome, B=I don't have a mobile that can scan the code, C=I don't need that because | have good
eyesight, D=l simply think that is unnecessary, E=other reasons)

Question 2:Do you think it's useful to attacddmall codes on foodstuffs that provide you with special
information that is currently missing due to the variousviétde regulations (e.g. information about
ingredients, notes for allergic persons, diabetics, persons suffering from nephropathies, and othe
persons)? Please evaluate using school grades (1=very useful/5=not useful). In case the answer is 4 or
5: Why (rather) not useful? (A=too cumbersome, B=Il don't have a mobile that can scan the code, C=I
don't need that because | am not very interestegetanore information, D=I simply think that is
unnecessary, E=other reasons)

6.4 Statistical analysis and results

The following statistical analysis offers an overviefithe data structure of the 105 responses by the
blind and visually impaired responite and of the distribution of variables, as well as a more
thorough analysis where reasonable.

In a first step, we try to give maximum insight into the data providing information in the most compact
form possible. The most important questions are exgdbin greater detail below. In chapter 6.4.4 we

try to examine in particular which factors explain the overall evaluation of the system (talking product
inserts and product information). Moreover, potential patterns of use as well as tfriendéness

are evaluated, especially by comparing the "blind persons" group with the group elblifitbn
persons".

Chapter 6.4.5 includes detailed information about the opinion survey without product test among
persons without visual impairment or without any seveeal impairment.

6.4.1. Summary table

Table 1 graphically summarises the features surveyed. The level of measurement (binary, multinomial,
ordered, continuous) as well as the possible manifestations of the features are described. Moreover,
mean valuesnd the pertaining confidence intervals are estimated: arithmetic means for continuous
variables and medians for ordered categorical variables. Confidence intervals for proportions are
estimated using the normal distribution approximation [see e.g. Hasguml., 2005], confidence
intervals for medians using the bootstrap procedure [Efron and Tibshirani, 1993]. The last column of
the tables graphically illustrates the distribution of the variables.
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It is obvious that the number of item rogsponses (fasal to respond to certain questions) is high for

a few variables only. In particular, this concerns the question about the time recorded (55 missing
values), the question about the operating system of the mobile phone (77, with 35% missing
structurally), the question about 'other than patient passports', and the question about perceptive
capacity.

Summary table of the features surveyed including description of the level of measurement
(including the number of missing responses), the mean value and therfaéning confidence
interval as well as a graphic illustration of the distribution of variables

\ Variable \ Type (nonresponse) \ Mean/Prop. \
| Time | continuous (55) | 48(31.9, 64.1) |
Mobile phone user binary (0) yes/no 0.87(0.78, 0.92)
Camera binary (0) yes/no 0.65(0.55, 0.74)
Operating system multinomial (77) |15 levels
Purchase binary (0) yes/no 0.42(0.32, 0.52)
Use binary (0) yes/no 0.83(0.74, 0.89)
Frequency multinomial (0) daily/weekly/rarely
Food binary (0) yes/no 0.89(0.81, 0.94)
Cosmetics binary (0) yes/no 0.33(0.25, 0.43)
Patient passports binary (0) yes/no 0.15(0.09, 0.24)
Others multinomial (41)
Sex binary (0) male/female

0.57(0.47, 0.67)

Age group multinomial (0) <18 /1850 / 50+

Blindness binary (0) yes/no 0.29(0.2, 0.38)
Visual impairment binary (0) yes/no 0.65(0.55, 0.74)
Since birth binary (0) yes/no 0.32(0.24, 0.42)

Later loss of eyesight | binary (0) yes/no 0.26(0.18, 0.35)
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Variable Type (nonresponse) Mean/Prop.
Orientation

Visual capacity binary (0) yes/no 0.46(0.36, 0.56)
Perceptive

Capacity ordered (38) scale of 110 3.7(2.9, 4.6)
Evaluation ordered (1) scale of 15 2(2.2)
Scanning procedure |ordered (1) scale of 15 2 (2.2)

Audio instructions ordered (1) scale of 15 1(1.2)

Audio signals ordered (4) scale of 15 1(1.2)

Quality ordered (1) scale of 15 1(1.2)

Speed multinomial (1) too quick/just right/too slow | just right
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The time recorded isontinuously scaled with approximately fagrmal distribution. A more detailed
analysis of the time in chapter 6.4.2 will show that especially blind persons need more time to follow
the instructions.

The majority of respondents do possess a mobile pHmrteonly some 65% dispose of a camera
function. The dominant operating system of mobile devices with camera function is Symbian, which is
exclusively used on Nokibranded devices.

Although only about half of the respondents consider buying a mobileepthat meets the system
requirements, the majority of them want to make use of the talking product inserts and product
information, especially to buy food. Chapter 6.4.3 will reveal that blind people, in particular, want to
do that either daily or weekly.

Table 1 shows that the frequency both of the two sexes and of the age groups is approximately the
same across all categories. Some 29% of persons interviewed are blind, while 65% have some form of
visual impairment.

Visual perceptive capacity was assgbguite differently on a subjective level, with a majority of
visually impaired persons indicating that their perceptive capacity is very good.

The overall evaluation on a scale 65 1s mostly very good, i.e. "grade" 1 or 2. All other questions as
to userfriendliness are also assessed to be very good. The speed of the instructions was assessed to be
just right by almost all respondents.

6.4.2 Time recorded

For 55 of 105 respondents, this information was not indicated due to interruptions of thiewnter
The arithmetic mean of the time recorded is 48.02. The actual mean lies between 31.92 and 64.12 with
a probability of 95%.

The arithmetic mean of the time recorded for blind respondents is 67.33, while feronanly
slightly - visually impairedpersons, it amounts to 34.03.

HypothesisHO : Blind respondents need the same amount of time as respondents withou, or with only
slight visual impairmenand the alternative hypothesisil: blind respondents need more tinneust

be rejected at a levelf significance of 0.05 (p = 0,0261). That means, the time recorded for blind
persons is longer than that for people without or with only slight visual impairment. The alternative
hypothesis may be formulated unilaterally, since it cannot be assumediridgbdysons will follow

the instructions more quickly than nblind persons. This is also clearly evident from figure 1. It is
obvious that blind respondents needed more time. There are even two outliers in the group of persons
without or with only sligh visual impairment, and one significant aberration in the group of blind
persons. The test result would become even more significant, if the data were adjusted for these three
aberrations (p = 0.001).
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Visualisation of the distribution of the time recorded using a histogram
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The proportion of the group of blind respondents was highlighted in red.

6.4.3 General usefulness

While roughly half of the respondents (true proportion between [0.32, 0.52]) would even buy a device
with the required funatinality, the vast majority would also use the systeagardless of their buying
behaviour (true proportion between [0.74, 0.89]).

If restricted to the group of blind persons, a similar picture arises, see table 3. Here, the difference
between blind andonblind persons is particularly big. While nétind persons would rather not buy

a mobile device that can handle the talking product inserts and product information, a majority of
blind persons would definitely be prepared to buy a suitable devicéheFudre, almost all blind
persons would use the system (confidence interval between 0.81 and 1).

Buying behaviour and patterns of use

Proportion Confidence interval
buy (all) 0.42 (0.32, 0.52)
buy (nonrblind persons) 0.27 (0.17, 0.38)
buy (blind perens) 0.8 (0.61, 0.92)
use (all) 0.83 (0.74, 0.89)
use (nonblind persons) 0.77 (0.66, 0.86)
use (blind persons) 0.97 (0.81, 1)




Page| 45

Distribution of responses of blind and norblind respondents to the questionas to how often they
would use the system
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How often would you use the system?

While blind persons would rather use the system daily or weekly, the group dflindrpersons
would rather only use it weekly or rarely.

6.4.4 Evaluation of the system

Below you will find an overall evaluation of the system and of the influencietpfs that were
decisive for its evaluation.

One of 105 respondents did not answer this question. The mean (median) of the overall evaluation is
2. The actual mean lies between [2, 2] with a probability of 95%, i.e. with a 95% probability the actual
valueis 2.

The median of the overall evaluation for blind respondents is 2 (arithmetic mean = 2.07); for
respondents without or with only slight visual impairment it is also 2 (arithmetic mean = 2).
HypothesisHO : "Blind respondents evaluate the system & ghme way as respondents without or
with only slight visual impairmentand the alternative Hblind respondents evaluate the system
differently as compared to the other grouphust be rejected at a level of significance of 0.05

(p = 0.0214), i.e. theverall evaluation for blind persons is less favourable than for persons without or
with only slight visual impairment. For the test, a ygarametric ManfwWhitney Test was applied

[see Hollander and Wolfe, 1999].

Visualisation of the distribution of overall evaluations

The following illustration clearly shows that blind respondents tend to evaluate the system less
favourably than notlind persons or persons with visual impairment. While a great number of
respondents not affected by blindness evaluaeystem with the top grade, the top grade is given by
relatively few blind respondents only.
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Evaluation

Nevertheless, the system is also evaluated favourably by blind persons on average, although it is
received better by neblind persons with visual impairme

Ordinal regression to explain the overall evaluation: the levels of measurement of many variables in
the study are ordinal, i.e. there is a ranking of response options.

For instance, the overall evaluation of the system is made on a scale @fith 1 being the best
possible evaluation and 5 the worst possible evaluation.

If an ordinal variable is used as a dependent variable in a regression model, a special linear method of
regression should be used. In doing so, the probabilities of the maifestare modelled depending

on the ranking [for details see e.g. Rufibach, 2011].

Searching for a model: as optimal a model as possible was searched for exploratively, i.e. a model that
has a high explanatory degree and, on the other hand, is as sSmplesile.

After the search the following model was found:

Evaluation: audio instr. + blindness + information, with the variable to be explained "evaluation", the
overall evaluation of the system, and the variables (to be explained) of "audio instfuctions
"blindness" and "ease of obtaining information”.

Generally it may be said that only the audio instructions, the ease of obtaining information and the
severity of the impairment (blind or visually impaired with residual visual capacity) greatly irfluenc
the overall evaluation of the system, while age, sex, audio signals and time effort do not have any
significant influence. Accordingly, the overall evaluation is also influenced by whether the persons are
totally blind or not, i.e. totally blind responuts accord a less favourable overall evaluation.

Moreover, the audio instructions are highly significant, i.e. the evaluation of the audio instructions is
closely related to the overall evaluation. The ease of obtaining information also has a highly
significant influence on the overall evaluation.



Determination of the relevance of the factor of "blindness" on the overall
system

formula: as.factor(Beurteilung) ~
data: x

Auvdiocanw + Blindheit + Info

link threshold nobs logLik AIC

logit flexible 101

niter max.grad cond.H
-54.77 203.5¢ 6(0) 3.689e-0% 5.8e+02

Coafficiants:

Estimate Std. Error =z wvalue Pri>|=z]|)

Audiocanw 1.1410 0.3164 3.618 0.000297 *==
BlindheitTRUE 0.8&7T 0.4447 1.951 0.051004 .

Info 1.1414 0.3125 3.652 0.000260 *==
Signif. codes: O 's=+' 0.001 's=' 0.01 "+" Q.08 '." 0.1 " " 1

Threshold coefficients:
Eztimate B5td. Error =z walue

1]2 3.1118 0.6685 4.6565
2|3 5. B598 0.8593 §.7T4T
34 82024 1.1500 T.L133
4|5 9.3119 1.4085 6.611

{4 cbzervations deleted due

to missingness)
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evaluation of the

Determination of the relevance of various influencing factors with respect to the overall

evaluation of the system

formula:

as.factor{Beurteilung) ~ Audiocanw + Blindheit + Infe + as.factor(age) +
Geschlecht + Zeit + Audiosignale + Lebenszittel + Blindheit +

data: x

schnall

link +threshold nobs loglik AIC mpiter max.grad cond.H

logit flexible 46 -26.03 80.05 600) 1.07e-0T 5.4e+05

Coefficients:

Estimate Std. Error z value Pr{>|z[)

Audicanw 2.343625 0.721121 3.2560 0.00115 ==
BlindheitTRUE 1.916132 0.5965605 1.576 0.02813 =
Info 1.038821 Q.728857T 1.4256 0.164325
as. factor{agel2 2. 453667 0.5851585 2,481 0.0127E =
as.factor{agel3 2.367173 1.270300 1.863 0.062¢0 .
GeschlechtTRUE 1.523536 0.527860 1.642 0.10059
Zait -0.007516 Q.005320 -0.8068 0.41587
Audicsignale 0. 166859 0. 285208 0.576 0.56458
LebensmittalTRUE O.035017 1.170608 0.033 0.57341
schnell -0. 666428 0.781428 -0.BB3 0.35375
Signif. codez: O '==x' 0,001 's=' 0. 01 '+ 0,05 ' 0.1 " " 1

Threshold coefficients:
Estimate 5td. Error z wvalue
12 5.583 2.636 Z2.118
213 9.726 3.0586 3.183
(69 cbservaticns deleted due to missingness)

If we use all (reasonable) variables to explain the overall evaluation, the following result is obtained:
in the full model, a slight influence of age becomes visible. Persons between 18 and 50 years of age
evaluate the system less favourathign young persons under 18 years of age. The greatest influence
on evaluation originates from the audio instructions. However, no influence at all was found in the full

model for the following variables: ease of obtaining information, sex, time, audialsigood, and

the assessment as to whether the information is displayed too quickly, at just the right speed or too
slowly. The full model should be used with caution, however, since overfitting may easily occur. Yet

tendencies can be observed here, too.
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6.4.5. Ease of use

The following variables can be allocated to "ease of use": evaluation of audio instructions, evaluation
of audio signals, evaluation of the scanning procedure, evaluation of speech quality, evaluation of the
system regarding the timeguence of instructions (too slow, just right, too quick).

At first, it was examined for which variables a significant difference occurs (level of significance
0.05). While no significant differences were observed between blind persons ablihdgoersos as

regards the audio instructions and the audio signals, a significant difference was determined with
respect to responses regarding the evaluation of the scanning procedure, the speed of the sequence of
instructions and the quality of voice instructson

While blind persons tended to evaluate the scanning procedure and the speed of the sequence of
instructions less favourably, they tended to evaluate the quality of voice instructions more favourably
on average. For the test, nparametric MansWhitney Tests were applied again [see Hollander and
Wolfe, 1999].

Mean values and confidence intervals of the variables relating to ease of use

Median Confidence interval Arithmetic mean

Audio instructions (all) 1 1, 1) 1.44
Audio instructions (noiblind) 1 (1, 1) 1.41
Audio instructions (blind) 1 1, 2) 1.52
Audio signals (all) 1 1, 2) 1.89
Audio signals (ncblind) 1 1, 2) 1.85
Audio signals (blind) 2 1, 2) 2

Scanning procedure (all) 2 (2, 2) 2

Scanning procedure (nduvlind) 2 (2, 2) 1.84
Sanning procedure (blind) 2 (2, 2) 2.41
Quality (all) 1 1,1) 1.3
Quiality (nonrblind) 1 a,1) 1.39
Quiality (blind) 1 a,1) 1.07

The table shows the medians and the pertaining confidence intervals as well as the arithmetic means. It
is evidentthat all questions were answered in a clearly positive manner. (Very) slight differences with
respect to the responses of blind and-bldmd respondents were observed.

The results only deviate to the extent that here the confidence intervals of tha mediaexamined,

while above the mean values of ordinal variables were calculated in a test based on rank order
statistics.

6.4.6. Acceptance within the control group of persons without or with only
slight visual impairment

In addition to the survey amg blind persons and persons with severe visual impairment, a control
group of 635 persons (617 of them between 18 and 50 years of age, 18 persons without indication of
age) was asked about the usefulness of a Speech Code on product inserts and adefutrtessuof

small codes on foodstuffs.
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Question as to the use of a Speech Code:
Distribution of answers of persons without, or without severe, visual impairment to the question
of whether they would use the Speech Code

The illustration shows the distition of answers of persons without, or without severe, visual
impairment to the question of whether they would use the Speech Code It turns out that a majority of
the respondents would use the Speech Code, and only a very small proportion of intewwigwees

do without the Speech Code.

300
|

250
1

150 200
1 1

Use Speech Code?

100
1

50
!

o A

Yes occasionally, very rarely, rather not, never

Distribution of answers bypersons without, or without severe, visual impairment to the question
of the usefulness of small codes on foodstuffs

The following illustration shows the distribution of answers by gesswithout, or without severe,
visual impairment to the question of the usefulness of small codes on foodstuffs. We may derive that
the majority of interviewees considers the availability of small codes on foodstuffs useful (72.76%).
As compared to tha88.57% of blind or visually impaired persons had stated that they would use the
system for buying foodstuffs.
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6.4.7. Comparison of the control group with the blind and visually impaired persons

Comparison of blind and visually impaired persons withthe control group of persons without,
or without severe, visual impairment

Blind and visually impaired persons
daily weekly monthly or less frequently

32 §0.48 %) 44 $1.90 % ) 29 €7.61% )

Persons without, or without severe, visual impairment

yes occasionally very rather not never
rarely

310 (48.81%) 205 (32.28%) 83 30 (4.72%) 7 (1.10%)
(13.07%)

The table shows a comparison of blind and visually impaired persons (group 1) with the control group
of persons without, or without severe, visuapairment(group 2). While group 1 was asked how
often they would use the system, a different question was asked in grujp@d you use a Speech

Code on product inserts". Therefore, the results are not directly comparable, but a tendency is clearly
visible. Both groups would use the system, or at least parts of the system (for group 2, the Speech
Code for text in small print), frequently or at least occasionally.

As mentioned already and illustrated in the last table, a majority of persons withaiihat severe,

visual impairmentinterviewed considers the availability of small codes on foodstuffs useful (72.76%).
As compared to that, 88.57% of blind or visually impaired persons had stated that they would use the
system for buying foodstuffs.
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7.Cortlusio

7.1. Assessment Summary

The assessment waaskd on 105 data sets on blind and visually impaired people and 635 data sets o
persons with no or only a slight visual impairment as control group. While the Speech Code system
was tested in real tiens by the blind and visually impaired probands as main target group, the control
group was subject to an opinion surveyeimtew only without practicalystem tests.

The result clearly shows that both groups would use the Speech Cade0i8l1% of tie blind and
visually impaired people would use it at least once a4thp0% veekly and27,61%at least once per
month or more seldomlyn the ontrol group 48,81%stated to use the system regular&g,28%
occasionally andL3,07%only rarely. Only inthe group of people with no or only a slight visual
impairment (control group) a total 6f82%said they would rather not want to use such a tool.

Within the group of blind and visually impaired people it became apparent, that blind people would
use thetool daily (andmuliple times per dgyor weekly, whileseverelyvisually impaired persons
would use it weekly or more rarely. The interest and willingness of blind people was slightly higher
than of those with a severe visual impairment, apparently aluket lack of alternativesstill the
willingness of people with no or only a slight visual impairment was generallyamdh was only n

this control group that very fepeople would not use the system at all. It therefore can heucea

that all graups would strongly benefit from the implementation of such a system/tool.

Facit:

All blind and visually impaired test persons as welBd%6 of those with no or only a slight visual
impairment (control group) would use the system

Besides the applitian for pharmaceutical product package inserts and similar, the willingness for use
is dominant for food product information wi8B,57% inthe group of blind and visually impaired
people versug2,76% inthe control group of people with no or only a btigisual impairment.

Despite using the toadnly in its early beta versioffior the teststhe evaluation was generally very
positive, by fully blind probands slightly less than by people with a severe visual impairment from the
same group. This might bdue to the understandably high expectations of this group and the high
guality standards of conventional techniaakiliary tools for this target group, which the tested beta
version of Speech Code did not yet meet in full. Still in median all groupd tiaequality and audio
guidance with the best grade (1), all groups except the blind people for the audio signals with grade 1
(blind people in median with 2) and all groups (who tested the tool) the scan process with grade

Generally the audio guidaa, the ease of information access and the level of blindness/visually
impairmenthada significant influence on the evaluation of the system, while age and gender had no
influence at all.
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Facit:

117

Audio scan guidance and the ease of access to a pariitfiokmationwere highly contributing to th
clearlypositive assessmehy all test groups.

Almost all gofiles of the group of blind and visusailypaired people show the possession of a
mobile phone(Median 0,87),0f which in median 0.65dispose ofa cameraas needed for the
application.At the same timehie willingness to pithase an adequate deviegh a cameracan be
rated very highin this target group due to the lack of alternatives for blind and visually impaired
people to access printed infieation. From the group of not or only slightly visually impaired people
(control group) this data was not gathered.

Mobile phones, which are used by blind and visually impaired peapmeequipped witlso called
Textto-Speech Softwarenvhich audieguides (i.e. reads)he navigation anather functions of the
device to allow its usage without optical cognition of the display. The testbdologySpeechCocde
uses a texto-speech software thabdsnot interfere with the other software and settings efdévice.

Facit;

All groups fulfilled the basic system conditioofsSpeech Code, as most of the even elder test persons
in the group of blind and visually impairgéoplepossess mobile devices, often even with cameras.
For this target group the mobildevice represents a very important communiction tool as technical
functions and auxiliary tools can be used mobile.

In the graip of not or only slightly visally impaired people (control group) it can be taken as basic
principle that tiis group posseges adequate mobile devices with camera and typically has an interest
and demand for new technologies and applications ("apps").

7.2. Prospective applications and their evaluation

From the legal and academic standpointrd®ults of the conducteglvaluations allow for numerous
applicationsof the Speech Code systemhich could support particularely se#fliance and reduce
discrimination and saal exclusion of blind and vislly impaired people. Such applications however
still require further academivaluations.

7.2.1. SpeechCodefor the participation of blind and visually impaired people in
oReadabilityTestings

Currently blind and visually impaired people as well as their associations are excluded from these
important tests in the pharmaceatitrade, because so far no method or system was available allowing
explicit text navigation and targeted finding of certain informatmrvisually impaired people.

Due to increased capabilities of the other senses upon loss of the sense of waiomeitconcluded
that texts will be heard very carefully. Thus their understandability and comprehensibility could be
tested also by this group of people to enhance the overall quality of the test results.
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Additionally this opportunity can offer new workngagement for interested blind and visually
impaired people as these tests represent services with costs, that must be orgerall b
pharmaceutical companies.

The Department of Lawna Science of the Sigmung Freud Private University Vigheeefore phns

in cooperation with theAustrian Federation of the Blind an Partially Sighted (BSVO) and with
international consortium partners under the academic supervision of the Padsrin Agency for
Health and Food SafetfAGES Medizinmarktaufsicht LCMand the Federal Ministry of Labour,
Social Affairs and Consumer Protection to conduct a test validation with the goal to allow the national
and international associations of blind and visually impaired people in cooperation with the SFU to
offer such servicein high qualityand in an academic settinbhus this project could contribute to the
support of such organisations and associations.

7.2.2. Combinationof SpeechiCodewith an innovativesystemto automatically
collect consumer reports on adverse dmagctions(especially for blind and
visually impaired consumers)

The EuropearRegulations and Directives regarding Pharmacovigilastqmilate, that now also
patients/consumers should be entitled to use adequate systeeyoring any adverse drug aetions

also autonomously (i.e. not just via doctors and pharmacists). In the future also package inserts shall
inform patients bthese reportingfacilitiesin case of adverse reactions or risks.

For blind and visually impaired people this new oppotiuis, similar to the package insert as such,
almost impossible to access and,wse downloads, completing and mailing of printed forms are not
barrierfree methods. Even documentation via interéifficult for this group of people.

The Departmentf Law and Science of the Sigmung Freud Private University Vigheeefore plans

in cooperation with theAustrian Federation of the Blind an Partially Sighted (BSVO) and with
international consortium partners under the academic supervision of the FPadsriEn Agency for

Health and Food SafetfAGES Medizinmarktaufsicht LCM) and the Federal Ministry of Labour,
Social Affairs and Consumer Protection to conduct a test validation of a telephone reporting system in
conjunction with Speech Coderoviding an automated, law conforming system for adverse drug
reaction reporting (also multilingual).

7.2.3. SpeeciCode m the food product industry

Due to the prevailing lack of detailed information on food produespecially for allergy sufferers,
already tle project concept includedsab-study in the food product trade.

The Department of Lawnal Science of the Sigmung Freud Private University Vigheeefore plans

in addition to the original tests with ttYoung Peopl e & Pat alse i Al 1 i @
evaluation of a foododingsystem in cooperation with the initiatis of the alliance, particulgrthe

nutrition diary for children and adolescents, ahdseclinic studies, which are complemented with

nutrition concepts.
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7.2.4. SpeeclCodefor medical information and patient passports

Patients, who participate in lostigrm clinical studies (especially when suffering from rare diseases),
are included in a special theraphy scheme, which is developed by the supervising medical clinic. In
cases of cesultation ofa general practitioner or in emergency situations these patients seldawaly

the detailed information (up to 30 pages) at hand, which they have received at the beginning or during
the study. Additionally general doctors and emergency peetare not familiar with important
academic information on the specific study. A patient passport could remedy this potentially
dangerous situation, by providing the needed, valid and updated informattha studyn acompact
Speech Code format. Ingharea of onaogical diseases medicsirrentlydiscuss the implementation

of a "survival passport" for patients, who are congdeured after a canethrerapy, but as a result of

such therayp often face high risks of drug intolerances and adverse @eacti

The Department of Lawnal Science of the Sigmung Freud Private University Vi@ Department
of Law and Science of the Sigmung Freud Private University Vighesefore plans in cooperation
with scientists, ethics commission and authorities tceldgva standardised patient passport. With
Speech Codes all important information can be provided in a very-speicgy way with the option of
pin-protection and coding for different addressees.
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8. OverviewANISNet

The academic, independent study netwANISNet (Academic Norinterventional Study Net)is
focused on the research of safetlevant scientificquestions and the evaluation of innovative
auxiliary solutions for consumers and patieAfSISNet acts as provider of neinterventional studies
in the area of patient and consumer safety.

For each project amdependent and responsible academic consortiuiis appointed, supported by

the scientific advisory board. This procedure allows the early evaluation of the potential benefit for the
relevant arget group(s). The consortium represents the study provider, approves the project
unanimously, meets several times during the project execution, clarifies any upcoming questions and
problems in theaview process (pemail) and monitors thexecution oftie study untiltis finalisation.
Qualified staff members of the SFU provide the administration as well as optionally required
monitoring of the studies.

All material of the study are compilegeutrally and free of advertising, to legally compliant
standards and is completed with validated academic informatiorapiplicable due tahe research

topic or dataprotection issues, the study is presented to an ethics committee and national authorities
for review and registration.



Page| 56

9. AbbreviationsLiterature and Legal Documents

9.1. List of abbreviations

BSVO = Blinden und Sehbehindertenverband Osteri@ioltrian Federation of the Blind and
Partially Sighteyl

mm = Millimeter

pt = Roint

SFU = Sigmund FreuBrivate Universityienna
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9.3. Legal Documents

9.3.1. Bundesgesetz zum Schutz vor gefahrlichen Produkten
(Product Safety A@004¢ PSG 2004)
BGBI | Nr. 16/20Q%.atest versiomer 16.8.2012
(www.ris.bka.gv.atonly german version.

1. ABSCHNITT
Allgemeine Bestimmungen

Geltungsbereich und subsidiare Anwendung

§ 1. Dieses Bundesgesetz regelt Sicherheitsanforderungen an Produkte, Verpflichtungen fir In
VerkehrBringer/innen sowie behordliche MalBnhahmen mit dem Ziel, swidere Leben und
Gesundheit von Menschen vor Gefahrdungen durch gefahrliche Produkte zu schitzen.

8 2. (1) Dieses Bundesgesetz findet auf Produkte gemal § 3 Z 1 Anwendung.

(2) Sind Sicherheitsanforderungen an Produkte gemal3 § 3 Z 1 in besonderen Isetdzsgmn
Verwaltungsvorschriften festgelegt, gelangt dieses Bundesgesetz nur fir jene Aspekte, Risken oder
Risikokategorien zur Anwendung, die in den betreffenden bundesgesetzlichen Verwaltungsvor
schriften nicht dem Ziel dieses Bundesgesetzes entspikcheregelt sind. Zudem sind die
Bestimmungen der 88 7 bis 29 jedenfalls dann anzuwenden, wenn die besonderen bundesgesetzlichen
Verwaltungsvorschriften keine entsprechenden Regelungen enthalten.

(3) Sofern die Festlegung von SicherheitsanforderungenatuRe in den Zustandigkeitsbereich der
Lander fallt, gelangt dieses Bundesgesetz fir die betreffenden Produkte nicht zur Anwendung.

Begriffsbestimmungen
8 3. Im Sinne dieses Bundesgesetzes gelten folgende Begriffsbestimmungen:

1. APr o dsi Jedefbewegliche Sache einschlieRlich Energie, auch wenn sie Teil einer
beweglichen Sache oder mit einer unbeweglichen Sache verbunden worden istawdib in
Rahmen der Erbringung einer Dienstleistuingfir Verbraucher/innen bestimmt ist odantel
vernunftigerweise vorhersehbaren Bedingungen von diesen benutzt werden kénnte, selbst
nicht fur diese bestimmt ist. Das Produkt muss im Rahmen einer Geschaftstatigkeit geliefert
Verfigung gestellt werden, wobei unerheblich ist, @s éntgeltlich oder unentgeltlich erfolgt t
ob es neu, gebraucht oder wiederaufgearbeitet ist. Keine Produkte im Sinne dieses Bunde
sind Antiquitdten und solche Produkte, die vor ihrer Verwendung instandgesetz
wiederaufbereitet werden ngen, sofern dies der/die -WerkehrBringer/in der von ihm/it
belieferten Person nachweislich mitteilt.

2.AErnste Gefahrh i st jede schwer wi egende
erfordert, auch wenn sie keine unmittelbare Auswirkung hat

3. AZustandige Beh°rdeni sind der/ di e gem
Landeshauptleute.

4 AHersteller/ini ist

a) wer seinen Sitz in der Europédischen Gemeinschaft hat und ein Produkt im Rahmk
Geschaftstatigkeit hervorbringowie jede andere Person, die als Hersteller/in auftritt, indem ¢
dem Produkt ihren Namen, ihr Markenzeichen oder ein anderes Unterscheidungszeichen
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oder das Produkt wiederaufarbeitet;

b) wer den/die Hersteller/in vertritt, wenn desslemén Sitz nicht in der Gemeinschatft liegt, o
falls kein/e Vertreter/in mit Sitz in der Gemeinschaft vorhanden ist, wer das Produkt
Europaische Gemeinschaft einfuhrt;

c) darUber hinaus jede Person in der Absatzkette, die im Rahmen ihrerafgstéatkeit dis
Sicherheitseigenschaften eines Produktes beeinflusst.

5Al mporteur/infA ist, wer seinen Sitz in ¥
a) eine/n Hersteller/in in Osterreich vertritt oder
b) ein Produkt nach Osterreiginfiihrt, um es im Inland in Verkehr zu bringen.

6.AHa2ndl er/infA ist, wer in der Absatzkett
oder zur Verfligung stellt und dessen Tatigkeit die Sicherheitseigenschaften des Produk
beeinfusst.

7.Al-MerkenkBr i nger /i nnenfi sind Hersteller/inne

8. Al-erkeheBr i ngeni i st das Feil halten, Ver ki
Verteilen eines Produktes sowie seine Anwendung ditsrlassung im Rahmen einer Diel
leistung.

9.AR¢ckruf i st j ede Ma Cnahme, di e auf Er
Verbraucherinnen von dem/der -WferkehrBringer/in bereits gelieferten oder zur Verfug
gestellten geféahrlichen Riakts abzielt.

10.AR¢,cknahmefi ist jede MaCnahme, mit der
vertrieben, ausgestellt oder den Verbrauchern und Verbraucherinnen angeboten wird.

Sicherheitsanforderungen und Risikobewertung

8§ 4. (1) En Produkt ist sicher, wenn es bei normaler oder vernunftigerweise vorhersehbarer
Verwendung keine oder nur geringe, mit seiner Verwendung zu vereinbarende und unter Wahrung
eines hohen Schutzniveaus fur die Gesundheit und Sicherheit von Personen e @ethlaren birgt.

Die Verwendung schlief3t auch die Gebrauchsdauer sowie gegebenenfalls Inbetriebnahme, Installation
und Wartungsanforderungen ein. Bei der Beurteilung der Sicherheit ist vor allem Bedacht zu nehmen:

1. auf Verbraucher/innen (Verbrauchergpen), wie zB Kinder, altere Menschen oder Mensche
Behinderungen, die durch das Produkt bei einer vernunftigerweise vorhersehbaren Verwendt
erhdhten Risiko ausgesetzt sind;

2. auf die Eigenschaften des Produktes, insbesondere seine Zusamuorepsseine Ausfihrun
seine Verpackung, die Bedingungen fir seinen Zusammenbau und sein Verhalten bei der
Lagerung und beim Transport;

3. auf seine Einwirkung auf andere Produkte, wenn eine gemeinsame Verwendung mit
Produkten verninftigrweise vorhersehbar ist;

4. auf seine Aufmachung, seine Prasentation, seine Etikettierung, gegebenenfalls seine G«

und Bedienungsanleitung, Anweisungen fir seine Wartung, Lagerung und Beseitigung sc
sonstigen Angaben oder Informationeiieses des Herstellers/der Herstellerin oder des Importeu
Importeurin.

(2) Als gefahrlich ist ein Produkt dann anzusehen, wenn es nicht den Anforderungen des Abs. 1
entspricht. Die Mdglichkeit, einen hoheren Sicherheitsgrad zu erreichen, oder digbdekeit

anderer Produkte, von denen eine geringere Gefahrdung ausgeht, ist hingegen kein ausreichender
Grund, um ein Produkt als geféhrlich anzusehen.
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Konformitatsbeurteilung

§ 5. (1) Der Bundesminister fur soziale Sicherheit, Generationen und Kamsumsehutz hat die
Fundstellen von Normen, die eine europaische Norm umsetzen, auf die die Europdische Kommission
gemal Art. 4 der Richtlinie Gber die allgemeine Produktsicherheit 2001/95/EG im Amitsblatt der
Europaischen Gemeinschaften verwiesen hat, sodvee Streichung solcher Fundstellen im
Bundesgesetzblatt 1| kundzumachen. Diesen Normen sind entsprechende Normen gleichzuhalten, die
im Rahmen einzelstaatlicher Verfahren von Vertragsstaaten des Europdischen Wirtschaftsraumes
bekanntgegeben wurden.

(2) Sdern es keine besondere bundesgesetzliche Verwaltungsvorschrift gemal § 2 Abs. 2 oder § 11
gibt, ist von der Ubereinstimmung eines Produktes mit den Sicherheitsanforderungen gemaf § 4 Abs.
1 dann auszugehen, wenn es den Normen gemaR Abs. 1 entsprickerDigtung der Uberein
stimmung gilt nur insoweit, als es um Risiken und Risikokategorien geht, die durch die betreffenden
Normen geregelt werden.

(3) Gibt es weder eine besondere bundesgesetzliche Verwaltungsvorschrift gemafl § 2 Abs. 2 oder §
11 noch eineNorm entsprechend Abs. 1, wird die Ubereinstimmung eines Produkts mit der- Sicher
heitsanforderung gemaf § 4 Abs. 1 unter Beriicksichtigung insbesondere folgender Blesoesmeie
vorhanderi beurteilt:

1. die nicht bindenden innerstaatlichen Nenmzur Umsetzung einschlagiger europaischer Noi
die nicht von Abs. 1 abgedeckt sind;

2. sonstige innerstaatliche Normen;

3. die Empfehlungen der Europaischen Kommission zur Festlegung von Leitlinien flir die Beu
der Produktsicherheit (Art. 3ad Richtlinie 2001/95/EG);

4. die im betreffenden Bereich geltenden Verhaltenskodizes fir die Produktsicherheit;
5. der Stand des Wissens und der Stand der Technik (8 2 Abs. 8 Arbeitnehmerinnenschutzge

6. die Sicherheit, die von den Verbrauchenderbraucherinnen verninftigerweise erwartet we

kann;

7.die Empfehlungen des Produktsicherheitsbeirates gemal § 21 Abs. 1 Z 4.

(4) Die Ubereinstimmung eines Produktes mit den Kriterien fir die Konformitatsbeurteilung geman
Abs. 2 und 3 hindert nit, MaRnahmen gemalR § 11 zu treffen, wenn sich trotz dieser Uberein
stimmung herausstellt, dass das Produkt gefahrlich ist.

(5) Wurde

- durch eine Behorde eines Vertragsstaates des Europaischen Wirtschaftsraumes oder

- durch in oder auslandische akkradite Priif, Uberwachungsund Zertifizierungsstellen i
Sinne des § 3 des AkkreditierungsgesetB€BI. Nr. 468/1992n der jeweils geltenden Fassu
festgestellt, dass ein Produkt Sicherheitsmangel aufweist, so kann allein auf Grun
Bewertung da betreffende Produkt als gefahrlich im Sinne dieses Bundesgesetzes

werden. Dies gilt insbesondere dann, wenn ein Produkt Gegenstand einer Notifiziel
Rahmen des EAProduktsicherheitsnotfallsverfahrens RAPEX ist.

2. ABSCHNITT

Pflichten fir In -Verkehr-Bringer/innen
8 6. (1) Hersteller/innen und Importeure/Importeurinnen dirfen nur sichere Produkte in den Verkehr
bringen.
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(2) Sofern dieses Bundesgesetz nur auf bestimmte Aspekte, Risken oder Risikokategorien von
Produkten anzuwenden ist 28Abs. 2), dirfen sie aufgrund dieses Gesetzes nur in Verkehr gebracht

werden, wenn sie bezuglich dieser Aspekte, Risken oder Risikokategorien den Sicherheits
anforderungen des § 4 Abs. 1 entsprechen.

8 7. (1) Hersteller/innen und Importeure/Importeurimneaben im Rahmen ihrer jeweiligen
Geschiftstatigkeit den Verbrauchern und Verbraucherinnen Informationen (zB Warnhinweise,
Gebrauchsanweisungen) zu erteilen, damit sie die Gefahren, die von einem Produkt und seiner
Verwendung wahrend der Ublichen oderniaftigerweise vorhersehbaren Gebrauchsdauer ausgehen
und die ohne entsprechende Warnhinweise nicht unmittelbar erkennbar sind, beurteilen und sich
dagegen schitzen kodnnen. Diese Informationen und Warnhinweise entbinden nicht von der
Verpflichtung, die Siberheitsanforderungen gemaf § 4 Abs. 1 einzuhalten.

(2) Hersteller/innen und Importeure/Importeurinnen haben ferner im Rahmen ihrer jeweiligen
Geschéftstatigkeit geeignete und dem entsprechenden Produkt angemessene MalRRnahmen zu treffen,
damit sie imstandsind, die etwaigen von diesen Produkten ausgehenden Gefahren zu erkennen und
zu deren Vermeidung zweckmallige Vorkehrungen treffen zu koénnen, erforderlichenfalls
einschliellich der Riucknahme vom Markt, der angemessenen und wirksamen Warnung der
Verbraucheihnen und noétigenfalls des Rickrufs von den Verbrauchern und Verbraucherinnen.

Diese MaRRnahmen kénnen beispielsweise umfassen:

1. eine entsprechende Kennzeichnung, die die Identifizierung des Produktes und die A
folgbarkeit zunfzur Hersteller/in ermdglicht;

2.die Kennzeichnung der Produktionscharge;

3. die Durchflihrung von Stichproben bei den in Verkehr gebrachten Produkten, die Prifi
Beschwerden und gegebenenfalls die Fihrung eines Beschwerdebuchs sowie die Unteda
Handler/innen Uber die Ergebnisse dieser Tatigkeiten.

(3) Handler/innen haben mit der gebotenen Umsicht zur Einhaltung der anwendbaren Sicher
heitsanforderungen beizutragen, indem sie insbesondere keine Produkte liefern, von denen sie wissen
oder aif Grund der ihnen bei zumutbarer Sorgfalt zuganglichen Informationen wissen missten, dass
sie diesen Anforderungen nicht gentigen. Im Rahmen ihrer jeweiligen Geschéftstatigkeit haben sie
auRerdem an der Uberwachung der Sicherheit der in Verkehr gebr&odukte mitzuwirken,
insbesondere durch Weitergabe von Hinweisen auf eine von den Produkten ausgehende Geféahrdung,
durch Aufbewahren und Bereitstellen der zur Rickverfolgung von Produkten erforderlichen
Dokumentation und durch Mitarbeit an Mal3nahmen derstéller/innen und zustandigen Behorden

zur Vermeidung der Gefahren. Sie haben im Rahmen ihrer Geschéaftstatigkeit eine wirksame
Zusammenarbeit mit anderen -WerkehrBringern/InVerkehrBringerinnen, Verbrauchern/
Verbraucherinnen und Behdorden zu ermdwic.

(4) Wenn InVerkehrBringer/innen anhand der ihnen im Rahmen ihrer Geschéftstatigkeit
vorliegenden Informationen wissen oder wissen missen, dass ein Produkt, das sie in Verkehr gebracht
haben, fur die Verbraucher/innen eine Gefahr darstellt, dieandlijemeinen Sicherheitsanforderung
gemall 8§ 4 Abs. 1 unvereinbar ist, haben sie unverziglich eine der zustdndigen Behérden zu
informieren. Dies gilt jedenfalls fur Vorkehrungéninsbesondere Rickrufe die die InVerkehr
Bringer/innen zur Abwendung vdaefahren fir die Verbraucher/innen treffen.

(5) In-VerkehrBringer/innen haben im Rahmen ihrer Geschaftstatigkeit mit den zustandigen
Behorden in Bezug auf MaRnahmen zur Abwendung von Gefahren zusammenzuarbeiten. Sie sind
insbesondere verpflichtet, diesBahérden
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1. Auskinfte zu erteilen (zB tber Vorlieferanten/Vorlieferantinnen und Vertriebswege);

2. Produktdokumentationen, Prufzeugnisse und andere geeignete Unterlagen, die die Risikok
von Produkten erméglichen, vorzulegen;

3. Prodikte fur Untersuchungen zur Verfigung zu stellen, insbesondere Produkte, die :
Schadigung von Personen gefuhrt haben; Verdnderungen an den betreffenden Produkte
unterlassen;

4.Vorschlage zu unterbreiten, wie eine Gefahr abgewendet weadan k

(6) Um den zustandigen Behorden eine rasche und effiziente Risikobewertung und Kon
formitatsbeurteilung zu ermoglichen sowie von-MerkehrBringern/InVerkeheBringerinnen
getroffene MalRnahmen (Abs. 1 bis 3) beurteilen zu kdnnen, kann der Bundésmiii soziale
Sicherheit, Generationen und Konsumentenschutz durch Verordnung nahere Bestimmungen Uber die
Informations und Auskunftspflichten gemaf Abs. 4 und 5 festlegen.

3. ABSCHNITT

Uberwachung, behdérdliche MaRnahmen, Information der Offentlichke

Auskunfts- und Meldepflicht

§ 8. (1) Die Leiter/innen des arztlichen Dienstes bzw. die aufsichtfilhrenden Arzte/Arztinnen von
Krankenanstalten haben den zustdndigen Behotrden auf deren Anfrage Auskinfte Uber dienstliche
Wahrnehmungen Uber Produkte, vomndn aufgrund eines Unfalles oder einer Erkrankung
anzunehmen ist, dass sie nicht den Anforderungen der 88 4 und 5 entsprechen, zu Ubermitteln. Sofern
verfligbar haben diese Auskiinfte Angaben

- zum Unfallhergang oder zur Erkrankung,
- zu den Folgn der Verletzung oder Erkrankung,
- zum Produkt sowie

- zu den InVerkehrBringern/InVerkehrBringerinnen einschliel3lich personenbezogener Date
eine Ruckverfolgung des Produktes in der Vertriebskette erméglichen,

(2) Sofern im Rahmen der Vollziang dieses Bundesgesetzes zur Vermeidung von weiteren Unfallen
oder Erkrankungen detaillierte Kenntnisse (ber den Unfallhergang und das beteiligte Produkt
erforderlich sind, die nur der Person zur Verfligung stehen, die den produktbezogenen Unfall erlitten
hat, haben die Leiter/innen des &rztlichen Dienstes bzw. die aufsichtfiihrenden Arzte/Arztinnen von
Krankenanstalten auf Anfrage der zustdndigen Behorden die vom Unfall betroffene Person oder deren
gesetzliche Vertreter/innen um schriftiche Zustimmung tilsermittlung ihrer Namen und
Adressdaten zu ersuchen und diese gegebenenfalls an die zustandige Behdérde weiterzuleiten.

(3) Alle fir den Bund tatigen Vollziehungsorgane sowie die Trager der gesetzlichen- Unfall
versicherung, soweit sich deren Einrichtungait der Préavention fir Sicherheit und Gesund
heitsschutz befassen, sind verpflichtet, dienstliche Wahrnehmungen Uber Produkte, von denen
anzunehmen ist, dass sie nicht den Anforderungen der 88 4 und 5 entsprechen, dem Bundesminister
fur soziale Sicherheit Generationen und Konsumentenschutz und dem O&rtlich zustandigen
Landeshauptmann zu melden. Die Meldung hat unverziiglich zu erfolgen und eine Angabe Uber den
Verwendungszweck des Produktes, die Art der vom Produkt ausgehenden Geféahrdung sowie alle
verfugbaen Daten, die zur Identifizierung der-WerkehrBringer/innen, des Produktes und zur
Risikobewertung erforderlich sind, zu enthalten. Die Weitergabe personenbezogener Daten von
Unfallopfern ist nur mit deren Zustimmung zulassig.

(4) Die Zollbehérden sind unbeschadet der Bestimmungen der Verordnung (EWG) Nr. 339/93 des
Rates vom 8. Februar 1993 uiber die Kontrolle der Ubereinstimmung von aus Drittlandern eingefiihrten
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Erzeugnissen mit den geltenden Produktsicherheitsvorschriften, Abl. Nr. L 040 vom 93.2.19
verpflichtet, den zustandigen Behorden auf deren Anfrage Daten einschlie3lich personenbezogener
Daten uber den Import, Export und die Durchfuhr von Produkten zur Verfligung zu stellen.

8§ 9. Zur Gewadhrleistung eines hohen Gesundheitsschuizl Sicherbitsniveaus fur die
Verbraucher/innen sind die zustandigen Behorden zur automationsunterstiitzten Verarbeitung der fir
die Vollziehung dieses Bundesgesetzes bendtigten Daten, insbesondere der gemall § 8 gemeldeten
Daten, erméchtigt. iWerkehrBringer/innenhaben jederzeit das Recht, eine Gegendarstellung zu den
ermittelten Daten abzugeben. Eine Loschung der ermittelten Daten hat unter Bedachtnahme auf § 27
des Datenschutzgesetzes 2000, insbesondere wenn deren Unrichtigkeit erwiesen ist, zu erfolgen.

Ermachtigung zum internationalen Datenaustausch

8§ 10. (1) Der Bundesminister fir soziale Sicherheit, Generationen und Konsumentenschutz hat
innerhalb der festgelegten Fristen den auf Grund internationaler Vertrage vorgesehenen Stellen
Informationen Uber gefahrlie Produkte sowie MalBhahmen gemalf den 88 11, 15 und 16 zu melden.
Dies gilt insbesondere fur das Produktsicherheitsnotfallsverfahren (RAPEX) gemal Art. 12 sowie das
Schutzklauselverfahren geman Art. 11 der Richtlinie 2001/95/EG.

(2) Die zustandigen Behdmdeind erméchtigt, Daten, die bei der Vollziehung dieses Gesetzes erhoben
werden, insbesondere Daten zu Produkten und zur Marktiberwachung, an auslandische und
internationale Behodrden zu (bermitteln. Dies umfasst auch die Ubermittlung von Daten zur
Verwending in auslandischen oder internationalen Datenbanken, sofern diese durch eine Behorde
unterhalten werden oder unter Aufsicht einer Behérde stehen.

(3) Daten zu IfverkehrBringern/InVerkehrBringerinnen, die gemafls Abs. 1 und 2 Ubermittelt
werden, kdnnemuch personenbezogen sein, sofern dies fur die Identifizierung eines Produktes, seine
Ruckverfolgung in der Vertriebskette und die Risikobewertung erforderlich ist.

Behordliche MaRnahmen

§ 11. (1) Sofern den Sicherheitsanforderungen (88 4 und 5) duréi-\dexrkehrBringer/innen nicht
entsprochen worden ist sowie zur Gewahrleistung eines hohen Gesundheitssohdtz
Sicherheitsniveaus fur die Verbraucher/innen hat der/die gemal3 § 32 zustandige Bundesminister/in
unter Bertlicksichtigung des VorsorgeprinZiighordliche MalRnahmen zu ergreifen, die sich an die In
VerkehrBringer/innen oder, falls zur Gefahrenabwehr erforderlich, an jede andere Person richten
kénnen. Diese MalRnahmen umfassen insbesondere:

1. die Verpflichtung zur Beigabe oder Verberamg der Gebrauchsanweisung oder zur Anbrin
von Kennzeichnungselementen auf der Verpackung oder auf dem Produkt;

2. die Verpflichtung, auf dem Produkt so vor Gefahren zu warnen und Verhaltenshinweise :
Vermeidung zu geben, wie es der Dringkelt der Gefahrenabwehr entspricht;

3.die Verpflichtung zur Veroffentlichung von Warnhinweisen oder anderen dringenden Inform
in der fur die betroffenen Verkehrskreise geeigneten Weise und den dafiir geeigneten Medien

4, Gebote und Verbote betfefid Werbemalinahmen fiir Produkte;

5. die Festlegung bestimmter Beschaffenheitsanforderungen (zB Sicherheitsvorkeh
insbesondere durch die ganzliche oder teilweise Verbindlicherklarung von nationale
internationalen Normen;

6. die Verpflichturg zum Nachweis der Erfillung bestimmter Prifanforderungen;

7. Verbote oder Beschrédnkungen desVirkehrBringens (zB hinsichtlich eines bestimm
Personenkreises oder der Vertriebsart);

8. Verbote oder Beschrankungen des Exports (zB hinsichtlich Besgnmungslandes);
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9. die Verpflichtung zur unverzuglichen Ricknahme eines bereits in Verkehr gebrachten P
oder Produktpostens aus der Vertriebskette und nétigenfalls dessen Vernichtung unter g
Bedingungen;

10. die Verpflichtung zur Durhfihrung eines unverziglichen und effizienten Rickrufes eines |
in Verkehr gebrachten Produktes oder Produktpostens von den Verbraucher/innen, gegeben
Vero6ffentlichung dieses Ruickrufes in den flr die betroffenen Verkehrskreise geeigteetiem sowi
notigenfalls die Vernichtung des Produktes oder Produktpostens unter geeigneten Bedingung

(2) Mallnahmen gemall Abs. 1 sindnehrere Malinahmen in Verbindung untereinander oder eine
Mafl3nahme fir sich alleih von dem/r gemaf § 32 zustandiggdandesminister/in mit Verordnung

oderi falls die MaRnahmen sich an individuell bestimmte Personen richt@hBescheid zu treffen.

Dabei ist jeweils das gelindeste noch zum Ziel fihrende Mittel anzuwenden. Sofern angemessene
Maflnahmen zur Gefahrenabwetuf freiwilliger Basis herbeigefiihrt werden kénnen, ist diesen der
Vorzug zu geben.

(3) Der/die gemal § 32 zustdndige Bundesminister/in kann mit Verordnung naher bestimmen, welche
Mindesterfordernisse bei der Durchflihrung von behordlich angeordnetefraiddiigen Rickrufen

zu erfillen sind. Diese Erfordernisse kdnnen je nach Produktgruppen und Risken auch unterschiedlich
festgelegt werden.

(4) Im Falle einer Entscheidung der Europaischen Kommission gemaf Artikel 13 der Richtlinie
2001/95/EG hat der/digemald § 32 zustdndige Bundesministerfafern in der Entscheidung keine
andere Frist genannt istinnerhalb von 20 Tagen nach ihrer Verlautbarung geeignete Maflinahmen
gemal Abs. 1 bis 3 zu erlassen, mit denen die Entscheidung umgesetzt wird; WMe3da&hme mit

einer Verordnung getroffen, kann die Befassung des Produktsicherheitsbeirates gemal § 21 Abs. 5
entfallen.

(5) Der/die gemall § 32 zustdndige Bundesminister/in hat Bescheide gemall Abs. 2 dem
Bundesminister flr soziale Sicherheit, Generationel Konsumentenschutz unverziglich zur
Kenntnis zu bringen.

§ 12. Zur Vermeidung von Geféahrdungen durch geféhrliche Produkte kann der/die gemaR § 32
zustandige Bundesminister/in mit Verordnung bestimmen, dass Verbraucher/innen Maflinahmen
gemal § 11 untergtien missen, indem sie insbesondere Ruckrufen Folge leisten.

Marktiiberwachung

§ 13. (1) Fur die Uberwachung desVMierkehrBringens von Produkten (Marktiilberwachung) ist der
Landeshauptmann zustandig, der sich zur Erflllung dieser Aufgabe besonderstge€oyahe als
Aufsichtsorgane (Produktsicherhefsifsichtsorgane) zu bedienen hat.

(2) Der Landeshauptmann hat die Aufsichtsorgane mit geeigneten technischen Hilfsmitteln so
auszustatten, dass insbesondere die fotografische Dokumentation von Produlden, d
manipulationssichere Kennzeichnung von Proben und beschlagnahmten Produkten sowie Recherchen
im Internet (zB Zugang zum Firmenbuch) méglich sind.

(3) Bei der Marktiberwachung gemafl Abs. 1 hat sich der Landeshauptmann auch der Organe der
Zollbehorden zubedienen, soweit dies zur effizienten und kostensparenden Gestaltung der
Marktiiberwachung notwendig ist. Zu diesem Zweck kann der Bundesminister fir soziale Sicherheit,
Generationen und Konsumentenschutz im Einvernehmen mit dem Bundesminister fur Feheiokzen
Verordnung ndhere Bestimmungen Uber Umfang und Austibung der den Organen der Zollbehdrden
zustehenden Befugnisse gemanR den 88 14 bis 16 erlassen.

(4) Der Landeshauptmann hat die fur Aufgaben gemald den 88 14 bis 16 bestellten Aufsichtsorgane
dem Bundemsinister fiir soziale Sicherheit, Generationen und Konsumentenschutz bekanntzugeben.

(5) Die vorgesetzte Dienstbehtrde und der Bundesminister flir soziale Sicherheit, Generationen und
Konsumentenschutz haben fir die Ausnd Fortbildung der Aufsichtsorganeu zsorgen. Der
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Bundesminister fur soziale Sicherheit, Generationen und Konsumentenschutz hat dazu regelmaRig
Fortbildungsveranstaltungen abzuhalten.

(6) Der Bundesminister fir soziale Sicherheit, Generationen und Konsumentenschutz hat zumindest
einmal jahrich eine Koordinationssitzung der zustandigen Behdrden einzuberufen, die insbesondere
dazu dient,

- Erfahrungen aus der Marktiiberwachung auszutauschen;

- Konzepte fiur eine wirksame Marktliberwachung auszuarbeiten und zu koordinieren;

- sektorielle Uberwatungsprogramme zu beschlieRen;

- wissenschaftliche und technische Kenntnisse tber die Sicherheit von Produkten auszutausc

(7) Die zustéandigen Behorden haben sich untereinander angemessen Uber ihre Marktiber
wachungstatigkeiten zu informieren (zB durderwendung einer gemeinsamen Datenbank). Sofern
einer zustandigen Behdrde Mitteilungen gemal § 7 Abs. 4 zugehen, die eine ernste Gefahr betreffen,
hat sie diese unverziglich an den Bundesminister flr soziale Sicherheit, Generationen und
Konsumentenschuizeiterzuleiten.

Befugnisse der Aufsichtsorgane, Proben
§ 14. (1) Die Aufsichtsorgane gemald § 13 Abs. 1 und 3 und die von den zustandigen Behérden

berufenen Sachverstéandigen sind befugt und ermdachtigt, Gberall dort wo Produkte in den Verkehr
gebracht weren, Nachschau zu halten und hierbei fur die Risikobewertung erforderliche Proben zu
ziehen. Nachschau und Probenziehung sind, wenn nicht Gefahr in Verzug ist, wahrend der ublichen
Geschifts und Betriebsstunden durchzufiihren. Stérungen und BehinderungeBetléebes sowie

jedes Aufsehen sind tunlichst zu vermeiden. Betriebsinhaber/innen oder seine/ihre Stellvertreter/innen
sind von der Behorde spatestens beim Betreten des Betriebes oder der Lagerrdaume zu verstandigen.
(2) Die entnommene Probe ist zweckenéehend zu verpacken, amtlich zu verschlieRen und mit
einem Dienstsiegel unverwechselbar zu kennzeichnen. Sind noch augenscheinlich gleiche
Produkteinheiten vorhanden, so ist auf Verlangen des Betriebsinhabers oder der Betriebsinhaberin eine
von diesen ednso zu behandeln und zu Beweiszwecken im Betrieb zurtickzulassen (Gegenprobe).

(3) Die entnommene Probe ist dem/der gemal § 32 zustdndigen Bundesminister/in oder einer von
ihm/inr genannten geeigneten Stelle (zB akkreditierte -Priafler Uberwachungsstelle,
Ziviltechniker/in, Technische Blrds Ingenieurbiiros, allgemein beeidete und gerichtlich zertifizierte
Sachverstandige) zur Risikobewertung und Konformitatsbeurteilung zu tbermitteln.

(4) Anlasslich der Probenziehung ist vom Aufsichtsorgan ein Begleatibeimr auszufertigen, in dem

die wichtigsten Feststellungen und Wahrnehmungen des Organs enthalten sind. Dieses
Begleitschreiben ist der Probe beizulegen, die an die Prifstelle weitergeleitet wird. Eine Kopie des
Begleitschreibens ist im Betrieb zurlickzsi@s oder innerhalb von drei Arbeitstagen nachzureichen.

(5) Auf Verlangen des/der Betriebsinhabers/Betriebsinhaberin ist die Probe nach Abschluss des
Verfahrens zurtickzugeben oder vom Bund eine Probenentschadigung in der HOhe des
Einstandspreises zu leisteKann der Einstandspreis nicht festgestellt werden, ist als Entschadigung
der halbe Endverkaufspreis festzusetzen.

(6) Ruckgabe oder Entschadigung entfallen, wenn die Untersuchung des Produktes gemafl? Abs. 3
ergibt, dass es nicht den Sicherheitsanfordggnrdieses Bundesgesetzes entspricht. Diesfalls kbnnen
dem/der Hersteller/in oder Importeur/in von dem/der gemaf § 32 zustédndigen Bundesminister/in auch
die fur die Risikobewertung und Konformitatsbeurteilung gemaR Abs. 3 anfallenden Kosten mit
Bescheid aierlegt werden. Fir Gegenproben ist keine Entschadigung zu leisten.

(7) Betriebsinhaber/innen sowie ihre Stellvertreter/innen und Beauftragten sind verpflichtet, die
Amtshandlungen gemald Abs. 1 zu ermdglichen, insbesondere dem Aufsichtsorgan Uber Aafforder
alle Orte bekanntzugeben, an denen diesem Bundesgesetz unterliegende Produkte in Verkehr gebracht
werden, den Zutritt zu diesen Orten zu gestatten, Einsicht in die Unterlagen (Datentrager) zu gewahren
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und durch die Erteilung notwendiger Auskiinfte Obeten/die Hersteller/in, den/die
Lieferanten/Lieferantin und die Abnehmer/innen der Produkte, die Beschaffung und Vorlage
notwendiger Unterlagen Uber die Beschaffenheit, Wirkungsweise und Eigenschaften der Produkte
sowie durch Hilfestellung bei der Probermieg die Amtshandlungen zu unterstitzen.

(8) Die gemalR Abs. 7 erhaltenen Angaben dirfen nur zur Vollziehung dieses Bundesgesetzes
verwendet werden. Betriebsinhaber/innen sowie ihre Stellvertreter/innen und Beauftragten dirfen aus
den in 8 49 AVG genannte@riinden die Aussage verweigern, wobei aber die Weigerungsgrinde
wegen Gefahr eines Vermégensnachteiles sowie eines Betodbs Geschaftsgeheimnisses nicht
gelten.

Vorlaufige Manahmen zur Gefahrenabwehr

§ 15. (1) Die Aufsichtsorgane gemal} § 13 habeméutige Malinahmen zur Gefahrenabwehr (zB
Beschlagnahme, Verbot des-\lerkehrBringens, Anbringung von Warnhinweisen) zu setzen. Sie
sind berechtigt, diese auch ohne vorausgegangenes Verfahren zu treffen, wenn

1. die von einem Produkt ausgehen@efahr fiir das Leben oder die Gesundheit von Men:
entweder durch ein Gutachten einer oder auslandischen akkreditierten Prifstelle oder e
befugten Ziviltechnikers/Ziviltechnikerin festgestellt wurde oder

2. der begriindete Verdacht besteldssl die Verwendung eines Produktes eine ernste Gefahr
Leben oder die Gesundheit von Menschen darstellt oder

3. das InVerkehrBringen eines Produktes offenkundig einer gemald § 11 angeordneten Ma
widerspricht oder

4. das Produkt bereits Gaggtand einer Maflinahme in einem Vertragsstaat des EWR war un
MalRnahme im Rahmen des RAP&Xrfahrens aufgrund der Richtlinie 2001/95/EG Uber
allgemeine Produktsicherheit notifiziert wurde.

(2) Alle vorlaufigen MalRnahmen im Sinne des Abs. 1 siofldie Abwehr der drohenden Gefahr
abzustellen, wobei ein hohes Schutzniveau fur die Sicherheit der Verbraucher/innen zu beachten ist.
Dabei ist jeweils das gelindeste noch zum Ziel filhrende Mittel anzuwenden.

(3) Die von einer vorlaufigen MalBhahme erfaasProdukte sind tunlichst im Betrieb oder in den
Lagerrdumen zu belassen und so zu verschlieRen oder zu kennzeichnen, dass ihre Veranderung ohne
Verletzung des Behéltnisses oder der Kennzeichnung nicht méglich ist. Der/die Uber die Produkte
bisher Verflgingsberechtigte ist vom Aufsichtsorgan schriftlich auf die strafrechtlichen Folgen ihrer
Verbringung oder Veranderung sowie der Verletzung des Dienstsiegels aufmerksam zu machen.

(4) Von vorlaufigen MaBnahmen gemal Abs. 1 kénnen auch Produkte erfassh,weeden
Uberlassung von den Zollbehérden gemaR Artikel 2 der Verordnung (EWG) Nr. 339/93 des Rates
vom 8. Februar 1993 iiber die Kontrolle der Ubereinstimmung von aus Drittlandern eingefiihrten
Erzeugnissen mit den geltenden Produktsicherheitsvorschrifiein, Nr. L 040 vom 17.2.1993,
ausgesetzt worden ist. Die betreffenden Produkte sind diesfalls in voribergehender Verwahrung
gemal Artikel 50 der Verordnung (EWG) Nr. 2913/92 des Rates vom 12. Oktober 1992 zur
Festlegung des Zollkodex der Gemeinschaften, Kb L 302 vom 19.10.1992, zu belassen.

(5) Uber die vorlaufige MaRRnahme hat das Aufsichtsorgan dem/der bis dahin Verfiigungsberechtigten
eine Bescheinigung auszustellen, in welcher der Ort der Lagerung sowie Art und Menge der
betroffenen Produkte anzugsgbsind.

(6) Die Bewahrung der von einer vorlaufigen MalBhahme erfassten Produkte vor Schaden obliegt
dem/der bisher Verfligungsberechtigten. Sind zur Bewahrung der Produkte vor Schaden nach der
vorlaufigen MalRnahme besondere Vorkehrungen erforderlicht slerid andeshauptmann vorher zu
verstandigen. Diese Vorkehrungen sind in Anwesenheit eines Aufsichtsorgans zu treffen, das Uber den
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Vorgang ein Befundprotokoll aufzunehmen hat und dieses dem Landeshauptmann und dem
Bundesminister fir soziale Sicherheit,@eationen und Konsumentenschutz zur Kenntnis bringt.

§ 16. (1) Die Aufsichtsorgane haben eine vorlaufige Mal3nahme unverziglich dem Landeshauptmann
mitzuteilen. Dieser hat unverzuglich einen schriftlichen Bescheid zu erlassen und dem Bundesminister
fur saziale Sicherheit, Generationen und Konsumentenschutz sowie allenfalls dem/der geman § 32
zustandigen Bundesminister/in zur Kenntnis zu bringen.

(2) Der Landeshauptmann hat den Inhalt des Bescheides gemaR Abs. 1 in den fur die betroffenen
Verkehrskreise geégneten Medien zu veroffentlichen, wenn diese Information zur Abwendung einer
unmittelbar drohenden Gefahr fur das Leben oder die Gesundheit bei einer gréReren Anzahl von
Menschen dringend erforderlich ist. Die Aufhebung einer derart veréffentlichtenufigeld
Mallnahme ist unter Angabe des Aufhebungsgrundes in denselben Medien ebenfalls zu
veroffentlichen.

(3) Der Landeshauptmann kann, wenn dies im Interesse der Zweckmagigkeit, Raschheit, Einfachheit
und Kostenersparnis gelegen ist, durch Verordnung dézir&verwaltungsbehérde mit der
Vollziehung der Abs. 1 und 2 an seiner Stelle betrauen.

(4) Die Kosten der Vertffentlichungen gemall Abs. 2 sind von dem/ederkehrBringer/in des
Produktes zu ersetzen.

(5) Eine vorlaufige MalBhahme gemal § 15 Abs. 1 ad aufgehoben, wenn nicht binnen eines
Monats der schriftliche Bescheid des Landeshauptmanns gemaf Abs. 1 erlassen wird. Die Mal3nahme
gilt jedoch dann nicht als aufgehoben, wenn der Bescheid gemal § 19 des Zustell@@GS8izédr,
200/1982 wegen Unzustellbarkeit an die Behorde zurtickgestellt worden ist.

(6) Bescheide gemal Abs. 1 sind auf Antrag unverziglich aufzuheben, wenn sichergestellt ist, dass
das Prodkt nicht mehr in Verkehr gebracht wird oder so verbessert wurde, dass es den Anforderungen
des 8§ 4 Abs. 1 entspricht.

(7) Bescheide gemalR Abs. 1 sind sofort vollstreckbar; wenn sie nicht kirzer befristet sind, treten sie
mit Ablauf eines Jahres, vom Begider Vollstreckbarkeit an gerechnet, au3er Wirksamkeit.

(8) Der/die gemall § 32 zustdndige Bundesminister/in ist berechtigt, in Vollziehung des § 11 die
gemalR Abs. 1 erlassenen Bescheide nach jeder Richtung abzudndern; diese Bescheide gelten
unbefristet, efern im Bescheid kein kiirzerer Zeitraum angegeben ist.

8§ 17. Im Fall des § 15 Abs. 1 Z 2 sind auch die Organe der Behdrden der allgemeinen staatlichen
Verwaltung ermachtigt, die erforderlichen vorlaufigen Maflinahmen zur Gefahrenabwehr auch ohne
vorausgegagenes Verfahren und vor Erlassung eines Bescheides zu treffen; 8 15 Abs. 2 bis 6 und §
16 sind sinngemal anzuwenden.

Rechtsmittel

§ 18. (1) Gegen Bescheide gemal’ § 16 Abs. 1 und 8 steht binnen zwei Wochen das Rechtsmittel der
Berufung an den unabhangig@erwaltungssenat zu, in dessen Sprengel die dem Bescheid zugrunde
liegende vorlaufige Mal3nahme gesetzt wurde.

(2) Gegen Bescheide gemafl § 11 steht binnen zwei Wochen das Rechtsmittel der Berufung an den
unabhéngigen Verwaltungssenat zu, in dessen SprelegeGeschaftssitz des Bescheidadressaten
liegt.

(3) Die Entscheidungen der unabhangigen Verwaltungssenate sind unverziiglich auch dem/der geman
§ 32 zustédndigen Bundesminister/in zuzustellen. Diese/r kann gegen die Entscheidungen sowohl
zugunsten als auckum Nachteil des/der betroffenen Bescheidadressaten/in Beschwerde wegen
Rechtswidrigkeit an den Verwaltungsgerichtshof erheben.
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Anlaufstellen und Information der Offentlichkeit

8§ 19. (1) Verbraucher/innen und andere Betroffene kdnnen Informationen difderligee Produkte

einer vom Bundesminister fir soziale Sicherheit, Generationen und Konsumentenschutz
einzurichtenden Anlaufstelle mitteilen. Der Bundesminister fur soziale Sicherheit, Generationen und
Konsumentenschutz hat Verbraucher/innen und andeteoffé@e Uber die Einrichtung dieser
Anlaufstelle in geeigneter Weise zu informieren.

(2) Der Bundesminister flr soziale Sicherheit, Generationen und Konsumentenschutz hat die
Offentlichkeit auf Grundlage der ihm zur Verfugung stehenden InformationerQéfehren, die von
Produkten ausgehen, angemessen (zB im Internet) zu informieren. Insbesondere ist der Offentlichkeit
der Zugang zu Informationen tber MaBhahmen gemafl § 11 zu ermdglichen.

(3) Sofern der Landeshauptmann die Offentlichkeit tiber Gefahrergabsi 2 informiert, hat er den
Bundesminister fir soziale Sicherheit, Generationen und Konsumentenschutz davon in Kenntnis zu
setzen.

(4) Die auf Grund dieses Gesetzes gesammelten Informationen sind aber dann geheimzuhalten, wenn
sie ihrem Wesen nach innneichend begriindeten Fallen dem Geschéftsgeheimnis unterliegen, es sei
denn, bestimmte Informationen Uber sicherheitsrelevante Eigenschaften von Produkten missen unter
Bertlicksichtigung der Gesamtumstande veréffentlicht werden, um den Schutz der Gésumdihei
Sicherheit der Verbraucher/innen zu gewahrleisten.

4. ABSCHNITT
Produktsicherheitsbeirat, Verbraucherrat

Produktsicherheitsbeirat

§ 20. (1) Beim Bundesministerium flr soziale Sicherheit, Generationen und Konsumentenschutz ist
ein Beirat (Produktsherheitsbeirat) einzurichten. Die Tatigkeit im Beirat begriindet keinen Anspruch
auf Entgelt sowie auf Ersatz von Reiged Aufenthaltskosten.

(2) Dem Beirat gehoren als stimmberechtigte Mitglieder je ein/e Vertreter/in an:

der Wirtschaftseammer Osterreich,

der Bundesarbeitskammer,

der Prasidentenkonferenz der Landwirtschaftskammern Osterreichs,
des Osterreichischen Gewerkschaftsbundes,

der Allgemeinen Unfallversicherungsanstalt,

des Instituts Sicher Leben im Kuratoriuidr Schutz und Sicherheit,
des Osterreichischen Komitees fiir Unfallverhiitung im Kindesalter,
des Seniorenrates,

© © N O~ WwDNPRE

des Vereins fur Konsumenteninformation,

der Vereins zur Wahrung der Interessen von autorisierten und akkreditierten Versaties
und Prifstellen (Austrolab),

11. des Verbraucherrates am Osterreichischen Normungsinstitut,

12. der Osterreichischen Arbeitsgemeinschatft fir Rehabilitation,

13. des Bundesministeriums fur Wirtschaft und Arbeit,

14. des Bundesministeriums fir Geslineit und Frauen,

15. des Bundesministeriums fir Lanahd Forstwirtschaft, Umwelt und Wasserwirtschatt,
16. des Bundesministeriums fir Verkehr, Innovation und Technologie,
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17. des Bundesministeriums fur soziale Sicherheit, Generationen und Konsusclotzrsowie
18. ein gemeinsamer Vertreter der Lander.

Die Beiratsmitglieder sowie jeweils ein Ersatzmitglied sind von den durch sie vertretenen Insti
dem Bundesminister fiir soziale Sicherheit, Generationen und Konsumentenschutz bekanntzu

(3) Der Bundesminister fur soziale Sicherheit, Generationen und Konsumentenschutz kann zu den
Sitzungen des Beirats dartiber hinaus Sachverstandige und Auskunftspersonen beiziehen; diese haben
kein Stimmrecht; ihnen gebihrt der Ersatz der Raisel Aufentlaltskosten, falls ihr ordentlicher
Wohnsitz oder Dienstort nicht mit dem Tagungsort Ubereinstimmt.

(4) Jedes Beiratsmitglied ist berechtigt, zu Sitzungen des Beirates Experten/Expertinnen im unbedingt
notigen Ausmald beizuziehen. Diese haben kein Stimmrebht Mitwirkung im Beirat ist
unentgeltlich und begrindet keinen Anspruch auf Ersatz der-RieideAufenthaltskosten.

(5) Die Geschéftsfilhrung des Beirates und seiner Fachausschiisse sowie der Vorsitz im Beirat obliegt
dem Bundesministerium fir sozialeicBerheit, Generationen und Konsumentenschutz. Der/die
Vorsitzende hat kein Stimmrecht.

Aufgaben des Produktsicherheitsbeirates
§ 21. (1) Dem Beirat obliegt

1. die Beratung des Bundesministers fiir soziale Sicherheit, Generationen und Konsscheiteter
grundsatzlichen Fragen des Schutzes von Verbrauchern und Verbraucherinnen vor gef
Produkten, der Verhitung von HauBreizeit und Sportunfallen und der Marktiiberwachung;

2. die Unterstitzung des Bundesministers fur soziale SicheBeiterationen und Konsumert
schutz bei der Risikobewertung und Konformitatsbeurteilung von Produkten;

3. der Austausch von Erfahrungen und Kenntnissen zur Erreichung der im § 1 umschriebenen

4. die Erarbeitung von Empfehlungen zu Fragen deriktsicherheit und Unfallverhitung.

(2) Der Produktsicherheitsbeirat kann auch Uber Produkte beraten, die gemal § 2 nicht oder nur
teilweise dem Anwendungsbereich dieses Bundesgesetzes unterliegen.

(3) Sofern dies fur die Beratungen des Beirates erfoctheisit, hat der Bundesminister fiir soziale
Sicherheit, Generationen und Konsumentenschutz auf Verlangen des Beirates Auskiinfte gemafi § 7
Abs. 5 einzuholen. Erforderlichenfalls sind-\fierkehrBringer/innen zur Auskunftserteilung den
Beiratssitzungen beizighen. Diesfalls gebtihrt ihnen kein Ersatz der Reisd Aufenthaltskosten.

(4) Empfehlungen gemafl? Abs. 1 Z 4 sind vom Bundesminister fur soziale Sicherheit, Generationen
und Konsumentenschutz in geeigneter Weise, insbesondere durch Publikation imt,lrderne
verotffentlichen.

(5) Der Beirat ist jedenfalls anzuhoren, bevor eine MalRnahme gemaf § 11 in Form einer Verordnung
erlassen wird. Der Verpflichtung zur Anhérung des Beirates kann auch durch schriftliche Befassung
der Beiratsmitglieder entsprochen wend

Arbeitsweise

§ 22. Die Sitzungen des Beirates sind nicht offentlich. Die Beiratsmitglieder und die sonst bei den
Sitzungen anwesenden Personen sind zur Amtsverschwiegenheit (Art. 20 ABSGB \erpflichtet;

sie haben auf Verlangen des Vorsitzendére iBerechtigung zur Teilnahme an der Sitzung
nachzuweisen.
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Entscheidungsfindung und Geschéftsordnung

§ 23. (1) Der Beirat hat eine Geschéaftsordnung zu beschlieBen, welche die Erfullung der ihm
Ubertragenen Aufgaben sicherstellt. Die Geschaftsordnetarb der Genehmigung durch den
Bundesminister fir soziale Sicherheit, Generationen und Konsumentenschutz.

(2) Der Beirat trifft seine Entscheidungen mit einfacher Mehrheit. Grundsétzlich wird getrachtet, eine
einhellige Entscheidung zu finden. Die BesecSkEi des Beirates werden protokolliert, wobei
Minderheitsmeinungen festzuhalten sind.

(3) Zur Vorberatung von Beiratsentscheidungen kann der Beirat auch Fachausschiisse einsetzen. Fur
diese gelten die 88 20 bis 23 sinngemal.

Verbraucherrat

8 24. Der Bundesmister fUr soziale Sicherheit, Generationen und Konsumentenschutz hat eine
effiziente und unabhéngige Vertretung von Verbraucherinteressen in nationalen und internationalen
Normungsgremien zu gewabhrleisten, insbesondere durch Forderung einer geeigigteiorinwie

etwa dem beim Osterreichischen Normungsinstitut eingerichteten Verbraucherrat.

5. ABSCHNITT

Strafbestimmungen

8 25. Ein/e InVerkehrBringer/in, der/die gefahrliche Produkte in Verkehr bringt, deren
Gefahrdungspotential zum Zeitpunkt desVierkehrBringens bekannt war oder bei angemessener
Sorgfalt erkannt hatte werden miussen und die eine ernste Gefahr fur Leben und Gesundheit von
Verbraucher/innen darstellen, begeht eine Verwaltungsibertretung, die von der Bezirksver
waltungsbehdrde mit eér Geldstrafe bis zu 25 000 Euro oder im Falle ihrer Uneinbringlichkeit mit
einer Ersatzfreiheitsstrafe bis zu sechs Wochen zu bestrafen ist.

§ 26. Ein/e IaVerkehrBringer/in, der/die Malnahmen, die gemalR § 11 oder § 16 zum Schutz vor
gefahrlichen Prodden durch Verordnung oder Bescheid auf Grund dieses Bundesgesetzes getroffen
worden sind, zuwiderhandelt oder deren Durchfiihrung vereitelt, begeht eine Verwaltungstibertretung,
die von der Bezirksverwaltungsbehdrde mit einer Geldstrafe bis zu 25 000 darranoFalle ihrer
Uneinbringlichkeit mit einer Ersatzfreiheitsstrafe bis zu sechs Wochen zu bestrafen ist.

§ 27. Ein/e InVerkeheBringer/in, der/die

1. einer Verordnung auf Grund des § 7 Abs. 6,
2. Maflnahmen auf Grund der Bestimmungen dgs,§
3. den Bestimmungen des 8 7 Abs. 4 und 5 oder

4, den Bestimmungen des § 14 Abs. 7

zuwiderhandelt, begeht eine Verwaltungstibertretung, die von der Bezirksverwaltungsbeh:
einer Geldstrafe bis zu 3 000 Euro oder im Falle ihrer Uneinbringlichkai einel
Ersatzfreiheitsstrafe bis zu zwei Wochen zu bestrafen ist.

§ 28. Produkte diurfen nur dann fiar verfallen erklart werden (88 17 und 18 des
Verwaltungsstrafgesetzes 1991VStG), wenn den durch Bescheid oder Verordnung getroffenen
Mafinahmen aufgnd dieses Bundesgesetzes nicht entsprochen wurde.

§ 29. Eine Verwaltungsibertretung liegt nicht vor, wenn eine in den 88 25 bis 27 bezeichnete Tat den
Tatbestand einer strafbaren Handlung erfillt, die in die Zustandigkeit der Gerichte fallt.
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6. ABSCHNITT
Schlussbestimmungen

Weitergeltung von Rechtsvorschriften
§ 30. (1) Folgende Verordnungen gelten weiter als Verordnungen aufgrund dieses Gesetzes:

Verordnung des Bundesministers flr Bauten und Technik vom 30. Janner 1985, mit der der
von mit gefahrlichen Gasfedern ausgestatteten Burodrehstihlen und &hnlichen Stiihlen verb
BGBI. Nr. 71/1985

Verordnung des Bundesministers fur Gesundiggiprt und Konsumentenschutz Gber sonstige
Lebensmitteln verwechselbare ProdulB&BI. Nr. 418/1994

Verordnung des Bundesministers flr Gesundheit und ioestenschutz zur Kennzeichnung
Kinderlaufhilfen (KinderlaufhilfenV)BGBI. Nr. 51/1996

Verordnung der Bundesministerin flr Frauenangelegenheiten und MVehbrachutz tber das -
VerkehrBringen von schusswaffenéhnlichen Produkten (Schusswaffendhnliche Prod@&al) ||
Nr. 185/1997

Verordnung der Bundesministe flr Frauenangelegenheiten und Verbraucherschutz (be
Kennzeichnung von Ollampen (OllampenB)GBI. Il Nr. 13/1998

Verordnung der Bundesministerin flr Bemangelegenheiten und Verbraucherschutz ber d
VerkehrBringen von Laserpointern (Laserpointer8)GBI. 11 Nr. 321/1999

(2) Folgende Verordnungen geltats Verordnungen aufgrund dieses Gesetzes bezuglich jener Teile,
die aufgrund des Produktsicherheitsgesetzes BIOB). Nr. 63/1995erlassen wurden:

Verordnung des Bundesministers fur Wissenschaft und Verkehr tber Freisprecheinrichtul
Kraftfahrzeuge (Freisprecheinrichtungs®GBI. 1l Nr. 152/1999

Verordnung der Bundesministerin flr Verkehr, Innovation und Technologie Uber Fat
Fahrradanh&nger und zugehdrige Ausristungsgegenstande (Fahrradveror@®Bl),Il Nr.
146/2001

Verordnung der Bundesministerin fir Frauenangelegenheiten und Verbraucherschutz |
Meldung von sehr giftigen, giftigen und atzenden Zubereitungen und die Mitteilun
Vergiftungsfallen (Giftinformationd/erordnung 1999)BGBI. 1l Nr. 137/1999

AuRer-Kraft -Treten von Rechtsvorschriften

§ 31. Mit InKraft-Treten dieses Bundesgesetzes tritt das Bundesgesetz zum Schutz vor geféhrlichen
Produkten (Produktsicherheitsgesetz 1998SG 1994)BGBI. Nr. 63/1995 zuletzt geandert durch
das 1. EurdJmstellungsgesetBGBI. | Nr. 98/200] aul3er Kraft.

Vollziehung

§ 32. (1) Mit der Vollziehung dieses Bundesgesetzes sifern nichts anderes bestimmtiisder
Bundesminister fur soziale Sicherheit, GeneratiomehKonsumentenschutz betraut.

(2) Sind Sicherheitseigenschaften von Produkten in anderen bundesgesetzlichen Verwaltungs
vorschriften gemaf § 2 Abs. 2 oder durch unmittelbar anwendbar&seEtd geregelt, so ist mit der
Vollziehung der 88 11, 12 und 16 Al& jeweils der/die Bundesminister/in betraut, in dessen/deren
Wirkungsbereich die betreffende Verwaltungsvorschrift oder unmittelbar anwendbare Rechtsvorschrift
der EU fallt. Fir MaRnahmen gemanR den 88 11 und 12, die mit Verordnung getroffen werden, ist da
Einvernehmen mit dem Bundesminister fir soziale Sicherheit, Generationen und Konsumentenschutz
herzustellen.

(3) Mit der Vollziehung des § 13 Abs. 3 ist der Bundesminister fur soziale Sicherheit, Generationen
und Konsumentenschutz im Einvernehmen mit @@mdesminister fur Finanzen betraut.
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§ 33. Mit diesem Bundesgesetz wird die Richtlinie des européischen Parlamentes und des Rates vom
3. Dezember 2001 Uber die allgemeine Produktsicherheit 2001/95/EG, Abl. Nr. L 11 vom 15.1.2002,
umgesetzt.

9.3.2. Directive 2001/95/EC
of the EuropearParlamentand of the Councibf 3 December 2001
on general product safety
Official Journal oft he European Communities
No. L 011 vom 15/01/2002 S. 0008017

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishing the European Community, and in particular Article 95
thereof,

Having regard to the proposal from the Commission(1),
Having regard to the opinion of the Eoonic and Social Committee(2),

Acting in accordance with the procedure referred to in Article 251 of the Treaty(3), in the light of the
joint text approved by the Conciliation Committee on 2 August 2001,

Whereas:

(1) Under Article 16 of Council Directive #89/EEC of 29 June 1992 on general product safety(4),
the Council was to decide, four years after the date set for the implementation of the said Directive, on
the basis of a report of the Commission on the experience acquired, together with appropriate
proposals, whether to adjust Directive 92/59/EEC. It is necessary to amend Directive 92/59/EEC in
several respects, in order to complete, reinforce or clarify some of its provisions in the light of
experience as well as new and relevant developments onncenguoduct safety, together with the
changes made to the Treaty, especially in Articles 152 concerning public health and 153 concerning
consumer protection, and in the light of the precautionary principle. Directive 92/59/EEC should
therefore be recast ithe interest of clarity. This recasting leaves the safety of services outside the
scope of this Directive, since the Commission intends to identify the needs, possibilities and priorities
for Community action on the safety of services and liability ofiserproviders, with a view to
presenting appropriate proposals.

(2) It is important to adopt measures with the aim of improving the functioning of the internal market,
comprising an area without internal frontiers in which the free movement of goodsgessrvices
and capital is assured.

(3) In the absence of Community provisions, horizontal legislation of the Member States on product
safety, imposing in particular a general obligation on economic operators to market only safe products,
might differ in the level of protection afforded to consumers. Such disparities, and the absence of
horizontal legislation in some Member States, would be liable to create barriers to trade and distortion
of competition within the internal market.

(4) In order to ensura high level of consumer protection, the Community must contribute to
protecting the health and safety of consumers. Horizontal Community legislation introducing a general
product safety requirement, and containing provisions on the general obligatipnedaters and
distributors, on the enforcement of Community product safety requirements and on rapid exchange of
information and action at Community level in certain cases, should contribute to that aim.
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(5) It is very difficult to adopt Community legisiah for every product which exists or which may be
developed; there is a need for a brbaded, legislative framework of a horizontal nature to deal with
such products, and also to cover lacunae, in particular pending revision of the existing specific
legislation, and to complement provisions in existing or forthcoming specific legislation, in particular
with a view to ensuring a high level of protection of safety and health of consumers, as required by
Article 95 of the Treaty.

(6) It is therefore necessato establish at Community level a general safety requirement for any
product placed on the market, or otherwise supplied or made available to consumers, intended for
consumers, or likely to be used by consumers under reasonably foreseeable conditioiisnew
intended for them. In all these cases the products under consideration can pose risks for the health and
safety of consumers which must be prevented. Certain séwomt goods should nevertheless be
excluded by their very nature.

(7) This Directve should apply to products irrespective of the selling techniques, including distance
and electronic selling.

(8) The safety of products should be assessed taking into account all the relevant aspects, in particular
the categories of consumers which canparticularly vulnerable to the risks posed by the products
under consideration, in particular children and the elderly.

(9) This Directive does not cover services, but in order to secure the attainment of the protection
objectives in question, its prouwms should also apply to products that are supplied or made available
to consumers in the context of service provision for use by them. The safety of the equipment used by
service providers themselves to supply a service to consumers does not comthwisisimpe of this
Directive since it has to be dealt with in conjunction with the safety of the service provided. In
particular, equipment on which consumers ride or travel which is operated by a service provider is
excluded from the scope of this Dire@iv

(10) Products which are designed exclusively for professional use but have subsequently migrated to
the consumer market should be subject to the requirements of this Directive because they can pose
risks to consumer health and safety when used undmably foreseeable conditions.

(11) In the absence of more specific provisions, within the framework of Community legislation
covering safety of the products concerned, all the provisions of this Directive should apply in order to
ensure consumer healthdasafety.

(12) If specific Community legislation sets out safety requirements covering only certain risks or
categories of risks, with regard to the products concerned the obligations of economic operators in
respect of these risks are those determinedhbyprovisions of the specific legislation, while the
general safety requirement of this Directive should apply to the other risks.

(13) The provisions of this Directive relating to the other obligations of producers and distributors, the
obligations andpowers of the Member States, the exchanges of information and rapid intervention
situations and dissemination of information and confidentiality apply in the case of products covered
by specific rules of Community law, if those rules do not already cositim obligations.

(14) In order to facilitate the effective and consistent application of the general safety requirement of
this Directive, it is important to establish European voluntary standards covering certain products and
risks in such a way that product which conforms to a national standard transposing a European
standard is to be presumed to be in compliance with the said requirement.

(15) With regard to the aims of this Directive, European standards should be established by European
standardis@bn bodies, under mandates set by the Commission assisted by appropriate Committees. In
order to ensure that products in compliance with the standards fulfil the general safety requirement, the
Commission assisted by a committee composed of representititless Member States, should fix
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the requirements that the standards must meet. These requirements should be included in the mandates
to the standardisation bodies.

(16) In the absence of specific regulations and when the European standards estabtished un
mandates set by the Commission are not available or recourse is not made to such standards, the safety
of products should be assessed taking into account in particular national standards transposing any
other relevant European or international starglar@ommission recommendations or national
standards, international standards, codes of good practice, the state of the art and the safety which
consumers may reasonably expect. In this context, the Commission's recommendations may facilitate
the consistentiand effective application of this Directive pending the introduction of European
standards or as regards the risks and/or products for which such standards are deemed not to be
possible or appropriate.

(17) Appropriate independent certification recognisgdthe competent authorities may facilitate
proof of compliance with the applicable product safety criteria.

(18) It is appropriate to supplement the duty to observe the general safety requirement by other
obligations on economic operators because adfjosuch operators is necessary to prevent risks to
consumers under certain circumstances.

(19) The additional obligations on producers should include the duty to adopt measures commensurate
with the characteristics of the products, enabling them to bemefib of the risks that these products

may present, to supply consumers with information enabling them to assess and prevent risks, to warn
consumers of the risks posed by dangerous products already supplied to them, to withdraw those
products from the maek and, as a last resort, to recall them when necessary, which may involve,
depending on the provisions applicable in the Member States, an appropriate form of compensation,
for example exchange or reimbursement.

(20) Distributors should help in ensuringnapliance with the applicable safety requirements. The
obligations placed on distributors apply in proportion to their respective responsibilities. In particular,
it may prove impossible, in the context of charitable activities, to provide the competeoritzs

with information and documentation on possible risks and origin of the product in the case of isolated
used objects provided by private individuals.

(21) Both producers and distributors should cooperate with the competent authorities in awibn ai

at preventing risks and inform them when they conclude that certain products supplied are dangerous.
The conditions regarding the provision of such information should be set in this Directive to facilitate
its effective application, while avoiding amxaessive burden for economic operators and the
authorities.

(22) In order to ensure the effective enforcement of the obligations incumbent on producers and

distributors, the Member States should establish or designate authorities which are responsible for
monitoring product safety and have powers to take appropriate measures, including the power to

impose effective, proportionate and dissuasive penalties, and ensure appropriate coordination between
the various designated authorities.

(23) It is necessary iparticular for the appropriate measures to include the power for Member States

to order or organise, immediately and efficiently, the withdrawal of dangerous products already placed
on the market and as a last resort to order, coordinate or organisec#iiefrom consumers of
dangerous products already supplied to them. Those powers should be applied when producers and
distributors fail to prevent risks to consumers in accordance with their obligations. Where necessary,
the appropriate powers and proceztushould be available to the authorities to decide and apply any
necessary measures rapidly.
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(24) The safety of consumers depends to a great extent on the active enforcement of Community
product safety requirements. The Member States should, thereftaieljsh systematic approaches to
ensure the effectiveness of market surveillance and other enforcement activities and should ensure
their openness to the public and interested parties.

(25) Collaboration between the enforcement authorities of the Mentdteis$s necessary in ensuring

the attainment of the protection objectives of this Directive. It is, therefore, appropriate to promote the
operation of a European network of the enforcement authorities of the Member States to facilitate, in a
coordinated ranner with other Community procedures, in particular the Community Rapid
Information System (RAPEX), improved collaboration at operational level on market surveillance and
other enforcement activities, in particular risk assessment, testing of produtisngs of expertise

and scientific knowledge, execution of joint surveillance projects and tracing, withdrawing or recalling
dangerous products.

(26) It is necessary, for the purpose of ensuring a consistent, high level of consumer health and safety
protedion and preserving the unity of the internal market, that the Commission be informed of any
measure restricting the placing on the market of a product or requiring its withdrawal or recall from
the market. Such measures should be taken in complianceheitbrovisions of the Treaty, and in
particular Articles 28, 29 and 30 thereof.

(27) Effective supervision of product safety requires the setifingt national and Community levels

of a system of rapid exchange of information in situations of seriouseaghkring rapid intervention

in respect of the safety of a product. It is also appropriate in this Directive to set out detailed
procedures for the operation of the system and to give the Commission, assisted by an advisory
committee, power to adapt them.

(28) This Directive provides for the establishment of -bording guidelines aimed at indicating
simple and clear criteria and practical rules which may change, in particular for the purpose of
allowing efficient notification of measures restricting tHacjng on the market of products in the
cases referred to in this Directive, whilst taking into account the range of situations dealt with by
Member States and economic operators. The guidelines should in particular include criteria for the
application ofthe definition of serious risks in order to facilitate consistent implementation of the
relevant provisions in case of such risks.

(29) It is primarily for Member States, in compliance with the Treaty and in particular with Articles
28, 29 and 30 theredip take appropriate measures with regard to dangerous products located within
their territory.

(30) However, if the Member States differ as regards the approach to dealing with the risk posed by
certain products, such differences could entail unaccepthdparities in consumer protection and
constitute a barrier to inf@ommunity trade.

(31) It may be necessary to deal with serious presafgty problems requiring rapid intervention
which affect or could affect, in the immediate future, all or a sicguifi part of the Community and
which, in view of the nature of the safety problem posed by the product, cannot be dealt with
effectively in a manner commensurate with the degree of urgency, under the procedures laid down in
the specific rules of Communitgw applicable to the products or category of products in question.

(32) It is therefore necessary to provide for an adequate mechanism allowing, as a last resort, for the
adoption of measures applicable throughout the Community, in the form of a decidressed to the
Member States, to cope with situations created by products presenting a serious risk. Such a decision
should entail a ban on the export of the product in question, unless in the case in point exceptional
circumstances allow a partial ban@ven no ban to be decided upon, particularly when a system of
prior consent is established. In addition, the banning of exports should be examined with a view to
preventing risks to the health and safety of consumers. Since such a decision is nptaghptictible
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to economic operators, Member States should take all necessary measures for its implementation.
Measures adopted under such a procedure are interim measures, save when they apply to individually
identified products or batches of products. idey to ensure the appropriate assessment of the need

for, and the best preparation of such measures, they should be taken by the Commission, assisted by a
committee, in the light of consultations with the Member States, and, if scientific questions are
involved falling within the competence of a Community scientific committee, with the scientific
committee competent for the risk concerned.

(33) The measures necessary for the implementation of this Directive should be adopted in accordance
with Council Decsion 1999/468/EC of 28 June 1999 laying down the procedures for the exercise of
implementing powers conferred on the Commission(5).

(34) In order to facilitate effective and consistent application of this Directive, the various aspects of
its application ray need to be discussed within a committee.

(35) Public access to the information available to the authorities on product safety should be ensured.
However, professional secrecy, as referred to in Article 287 of the Treaty, must be protected in a way
whichis compatible with the need to ensure the effectiveness of market surveillance activities and of
protection measures.

(36) This Directive should not affect victims' rights within the meaning of Council Directive
85/374/EEC of 25 July 1985 on the approXima of the laws, regulations and administrative
provisions of the Member States concerning liability for defective products(6).

(37) It is necessary for Member States to provide for appropriate means of redress before the
competent courts in respect of aseres taken by the competent authorities which restrict the placing
on the market of a product or require its withdrawal or recall.

(38) In addition, the adoption of measures concerning imported products, like those concerning the
banning of exports, with view to preventing risks to the safety and health of consumers must comply
with the Community's international obligations.

(39) The Commission should periodically examine the manner in which this Directive is applied and
the results obtained, in partian in relation to the functioning of market surveillance systems, the
rapid exchange of information and measures adopted at Community level, together with other issues
relevant for consumer product safety in the Community, and submit regular reporsEortpean
Parliament and the Council on the subject.

(40) This Directive should not affect the obligations of Member States concerning the deadline for
transposition and application of Directive 92/59/EEC,

HAVE ADOPTED THIS DIRECTIVE:

CHAPTER |

Objective - Scope- Definitions

Article 1

1. The purpose of this Directive is to ensure that products placed on the market are safe.

2. This Directive shall apply to all the products defined in Article 2(a). Each of its provisions shall
apply in so far as there an® specific provisions with the same objective in rules of Community law
governing the safety of the products concerned.

Where products are subject to specific safety requirements imposed by Community legislation, this
Directive shall apply only to the jpscts and risks or categories of risks not covered by those
requirements. This means that:
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(a) Articles 2(b) and (c), 3 and 4 shall not apply to those products insofar as concerns the risks or
categories of risks covered by the specific legislation;

(b) Articles 5 to 18 shall apply except where there are specific provisions governing the aspects
covered by the said Articles with the same objective.

Article 2
For the purposes of this Directive:

(a) "product” shall mean any producincluding in the contexbf providing a service which is
intended for consumers or likely, under reasonably foreseeable conditions, to be used by consumers
even if not intended for them, and is supplied or made available, whether for consideration or not, in
the course of a comancial activity, and whether new, used or reconditioned.

This definition shall not apply to secohdnd products supplied as antiques or as products to be
repaired or reconditioned prior to being used, provided that the supplier clearly informs thetperson
whom he supplies the product to that effect;

(b) "safe product" shall mean any product which, under normal or reasonably foreseeable conditions of
use including duration and, where applicable, putting into service, installation and maintenance
requiremats, does not present any risk or only the minimum risks compatible with the product's use,
considered to be acceptable and consistent with a high level of protection for the safety and health of
persons, taking into account the following points in paldicu

(i) the characteristics of the product, including its composition, packaging, instructions for assembly
and, where applicable, for installation and maintenance;

(ii) the effect on other products, where it is reasonably foreseeable that it will beviiseother
products;

(i) the presentation of the product, the labelling, any warnings and instructions for its use and
disposal and any other indication or information regarding the product;

(iv) the categories of consumers at risk when using the prddyzarticular children and the elderly.

The feasibility of obtaining higher levels of safety or the availability of other products presenting a
lesser degree of risk shall not constitute grounds for considering a product to be "dangerous";

(c) "dangeroa product" shall mean any product which does not meet the definition of "safe product"
in (b);

(d) "serious risk" shall mean any serious risk, including those the effects of which are not immediate,
requiring rapid intervention by the public authorities;

(e) "producer” shall mean:

(i) the manufacturer of the product, when he is established in the Community, and any other person
presenting himself as the manufacturer by affixing to the product his name, trade mark or other
distinctive mark, or the person wheconditions the product;

(il) the manufacturer's representative, when the manufacturer is not established in the Community or,
if there is no representative established in the Community, the importer of the product;

(iii) other professionals in the sugpthain, insofar as their activities may affect the safety properties
of a product;

(f) "distributor" shall mean any professional in the supply chain whose activity does not affect the
safety properties of a product;

(g) "recall" shall mean any measure aghat achieving the return of a dangerous product that has
already been supplied or made available to consumers by the producer or distributor;
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(h) "withdrawal" shall mean any measure aimed at preventing the distribution, display and offer of a
product dagerous to the consumer.

CHAPTER I

General safety requirement, conformity assessment criteria and European standards
Article 3

1. Producers shall be obliged to place only safe products on the market.

2. A product shall be deemed safe, as far as the asgmared by the relevant national legislation are
concerned, when, in the absence of specific Community provisions governing the safety of the product
in question, it conforms to the specific rules of national law of the Member State in whose tergitory th
product is marketed, such rules being drawn up in conformity with the Treaty, and in particular
Articles 28 and 30 thereof, and laying down the health and safety requirements which the product
must satisfy in order to be marketed.

A product shall be presned safe as far as the risks and risk categories covered by relevant national
standards are concerned when it conforms to voluntary national standards transposing European
standards, the references of which have been published by the Commission incihé Jotirnal of

the European Communities in accordance with Article 4. The Member States shall publish the
references of such national standards.

3. In circumstances other than those referred to in paragraph 2, the conformity of a product to the
general afety requirement shall be assessed by taking into account the following elements in
particular, where they exist:

(a) voluntary national standards transposing relevant European standards other than those referred to in
paragraph 2;

(b) the standards drawp in the Member State in which the product is marketed;

(c) Commission recommendations setting guidelines on product safety assessment;

(d) product safety codes of good practice in force in the sector concerned;

(e) the state of the art and technology;

(f) reasonable consumer expectations concerning safety.

4. Conformity of a product with the criteria designed to ensure the general safety requirement, in
particular the provisions mentioned in paragraphs 2 or 3, shall not bar the competent authdnies of t
Member States from taking appropriate measures to impose restrictions on its being placed on the

market or to require its withdrawal from the market or recall where there is evidence that, despite such
conformity, it is dangerous.

Article 4

1. For the prposes of this Directive, the European standards referred to in the second subparagraph of
Article 3(2) shall be drawn up as follows:

(a) the requirements intended to ensure that products which conform to these standards satisfy the
general safety requineent shall be determined in accordance with the procedure laid down in Article
15(2);

(b) on the basis of those requirements, the Commission shall, in accordance with Directive 98/34/EC
of the European Parliament and of the Council of 22 June 1998 laging d procedure for the
provision of information in the field of technical standards and regulations and of rules on information
society services(7) call on the European standardisation bodies to draw up standards which satisfy
these requirements;
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(c) on e basis of those mandates, the European standardisation bodies shall adopt the standards in
accordance with the principles contained in the general guidelines for cooperation between the
Commission and those bodies;

(d) the Commission shall report evehyde years to the European Parliament and the Council, within

the framework of the report referred to in Article 19(2), on its programmes for setting the requirements
and the mandates for standardisation provided for in subparagraphs (a) and (b) alsaeportwill,

in particular, include an analysis of the decisions taken regarding requirements and mandates for
standardisation referred to in subparagraphs (a) and (b) and regarding the standards referred to in
subparagraph (c). It will also include imfoation on the products for which the Commission intends to

set the requirements and the mandates in question, the product risks to be considered and the results of
any preparatory work launched in this area.

2. The Commission shall publish in the Officldurnal of the European Communities the references
of the European standards adopted in this way and drawn up in accordance with the requirements
referred to in paragraph 1.

If a standard adopted by the European standardisation bodies before the enforcatof this
Directive ensures compliance with the general safety requirement, the Commission shall decide to
publish its references in the Official Journal of the European Communities.

If a standard does not ensure compliance with the general sajetyeraent, the Commission shall
withdraw reference to the standard from publication in whole or in part.

In the cases referred to in the second and third subparagraphs, the Commission shall, on its own
initiative or at the request of a Member State, deidaccordance with the procedure laid down in
Article 15(2) whether the standard in question meets the general safety requirement. The Commission
shall decide to publish or withdraw after consulting the Committee established by Article 5 of
Directive 98/3/EC. The Commission shall notify the Member States of its decision.

CHAPTER Il
Other obligations of producers and obligations of distributors
Article 5

1. Within the limits of their respective activities, producers shall provide consumers with trantelev
information to enable them to assess the risks inherent in a product throughout the normal or
reasonably foreseeable period of its use, where such risks are not immediately obvious without
adequate warnings, and to take precautions against those risks.

The presence of warnings does not exempt any person from compliance with the other requirements
laid down in this Directive.

Within the limits of their respective activities, producers shall adopt measures commensurate with the
characteristics of the pradts which they supply, enabling them to:

(a) be informed of risks which these products might pose;

(b) choose to take appropriate action including, if necessary to avoid these risks, withdrawal from the
market, adequately and effectively warning consuraerscall from consumers.

The measures referred to in the third subparagraph shall include, for example:

(a) an indication, by means of the product or its packaging, of the identity and details of the producer
and the product reference or, where applieathle batch of products to which it belongs, except where
not to give such indication is justified and
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(b) in all cases where appropriate, the carrying out of sample testing of marketed products,
investigating and, if necessary, keeping a register of @mgp and keeping distributors informed of
such monitoring.

Action such as that referred to in (b) of the third subparagraph shall be undertaken on a voluntary basis
or at the request of the competent authorities in accordance with Article 8(1)(f). stedltike place

as a last resort, where other measures would not suffice to prevent the risks involved, in instances
where the producers consider it necessary or where they are obliged to do so further to a measure
taken by the competent authority. It yrae effected within the framework of codes of good practice

on the matter in the Member State concerned, where such codes exist.

2. Distributors shall be required to act with due care to help to ensure compliance with the applicable
safety requirementsni particular by not supplying products which they know or should have
presumed, on the basis of the information in their possession and as professionals, do not comply with
those requirements. Moreover, within the limits of their respective activitigsstial participate in
monitoring the safety of products placed on the market, especially by passing on information on
product risks, keeping and providing the documentation necessary for tracing the origin of products,
and cooperating in the action takley producers and competent authorities to avoid the risks. Within

the limits of their respective activities they shall take measures enabling them to cooperate efficiently.

3. Where producers and distributors know or ought to know, on the basis of ttmeaitido in their
possession and as professionals, that a product that they have placed on the market poses risks to the
consumer that are incompatible with the general safety requirement, they shall immediately inform the
competent authorities of the Menmtfgtates thereof under the conditions laid down in Annex I, giving
details, in particular, of action taken to prevent risk to the consumer.

The Commission shall, in accordance with the procedure referred to in Article 15(3), adapt the specific
requirementselating to the obligation to provide information laid down in Annex I.

4. Producers and distributors shall, within the limits of their respective activities, cooperate with the
competent authorities, at the request of the latter, on action taken tafevoisks posed by products

which they supply or have supplied. The procedures for such cooperation, including procedures for
dialogue with the producers and distributors concerned on issues related to product safety, shall be
established by the competenitthorities.

CHAPTER IV
Specific obligations and powers of the Member States
Article 6

1. Member States shall ensure that producers and distributors comply with their obligations under this
Directive in such a way that products placed on the marketfee s

2. Member States shall establish or nominate authorities competent to monitor the compliance of
products with the general safety requirements and arrange for such authorities to have and use the
necessary powers to take the appropriate measures iastiogmn them under this Directive.

3. Member States shall define the tasks, powers, organisation and cooperation arrangements of the
competent authorities. They shall keep the Commission informed, and the Commission shall pass on
such information to thetber Member States.

Article 7

Member States shall lay down the rules on penalties applicable to infringements of the national
provisions adopted pursuant to this Directive and shall take all measures necessary to ensure that they
are implemented. The petiak provided for shall be effective, proportionate and dissuasive. Member
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States shall notify those provisions to the Commission by 15 January 2004 and shall also notify it,
without delay, of any amendment affecting them.

Article 8

1. For the purposes tiis Directive, and in particular of Article 6 thereof, the competent authorities of
the Member States shall be entitled to take, inter alia, the measures in (a) and in (b) to (f) below, where
appropriate:

(a) for any product:

() to organise, even aftés being placed on the market as being safe, appropriate checks on its safety
properties, on an adequate scale, up to the final stage of use or consumption;

(ii) to require all necessary information from the parties concerned;
(iii) to take samples of pructs and subject them to safety checks;
(b) for any product that could pose risks in certain conditions:

() to require that it be marked with suitable, clearly worded and easily comprehensible warnings, in
the official languages of the Member State inicihthe product is marketed, on the risks it may
present;

(i) to make its marketing subject to prior conditions so as to make it safe;
(c) for any product that could pose risks for certain persons:

to order that they be given warning of the risk in gaogetand in an appropriate form, including the
publication of special warnings;

(d) for any product that could be dangerous:

for the period needed for the various safety evaluations, checks and controls, temporarily to ban its
supply, the offer to supply @r its display;

(e) for any dangerous product:

to ban its marketing and introduce the accompanying measures required to ensure the ban is complied
with;
(f) for any dangerous product already on the market:

() to order or organise its actual and immediatiéhdrawal, and alert consumers to the risks it
presents;

(i) to order or coordinate or, if appropriate, to organise together with producers and distributors its
recall from consumers and its destruction in suitable conditions.

2. When the competent aotiities of the Member States take measures such as those provided for in
paragraph 1, in particular those referred to in (d) to (f), they shall act in accordance with the Treaty,
and in particular Articles 28 and 30 thereof, in such a way as to impleheenidasures in a manner
proportional to the seriousness of the risk, and taking due account of the precautionary principle.

In this context, they shall encourage and promote voluntary action by producers and distributors, in
accordance with the obligatiomscumbent on them under this Directive, and in particular Chapter i
thereof, including where applicable by the development of codes of good practice.

If necessary, they shall organise or order the measures provided for in paragraph 1(f) if the action
undertaken by the producers and distributors in fulfilment of their obligations is unsatisfactory or
insufficient. Recall shall take place as a last resort. It may be effected within the framework of codes
of good practice on the matter in the Member Stateerned, where such codes exist.
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3. In particular, the competent authorities shall have the power to take the necessary action to apply
with due dispatch appropriate measures such as those mentioned in paragraph 1, (b) to (f), in the case
of products posig a serious risk. These circumstances shall be determined by the Member States,
assessing each individual case on its merits, taking into account the guidelines referred to in point 8 of
Annex Il.

4. The measures to be taken by the competent authonitaes this Article shall be addressed, as
appropriate, to:

(a) the producer;

(b) within the limits of their respective activities, distributors and in particular the party responsible for
the first stage of distribution on the national market;

(c) any otheperson, where necessary, with a view to cooperation in action taken to avoid risks arising
from a product.

Article 9

1. In order to ensure effective market surveillance, aimed at guaranteeing a high level of consumer
health and safety protection, whicht&its cooperation between their competent authorities, Member
States shall ensure that approaches employing appropriate means and procedures are put in place,
which may include in particular:

(a) establishment, periodical updating and implementation dabrsécsurveillance programmes by
categories of products or risks and the monitoring of surveillance activities, findings and results;

(b) follow-up and updating of scientific and technical knowledge concerning the safety of products;

(c) periodical reviewand assessment of the functioning of the control activities and their effectiveness
and, if necessary, revision of the surveillance approach and organisation put in place.

2. Member States shall ensure that consumers and other interested parties ae gp@ortunity to

submit complaints to the competent authorities on product safety and on surveillance and control
activities and that these complaints are followed up as appropriate. Member States shall actively
inform consumers and other interested partf the procedures established to that end.

Article 10

1. The Commission shall promote and take part in the operation in a European network of the
authorities of the Member States competent for product safety, in particular in the form of
administrativecooperation.

2. This network operation shall develop in a coordinated manner with the other existing Community
procedures, particularly RAPEX. Its objective shall be, in particular, to facilitate:

(a) the exchange of information on risk assessment, damy@moducts, test methods and results,
recent scientific developments as well as other aspects relevant for control activities;

(b) the establishment and execution of joint surveillance and testing projects;
(c) the exchange of expertise and best practindscooperation in training activities;

(d) improved cooperation at Community level with regard to the tracing, withdrawal and recall of
dangerous products.

CHAPTER V
Exchanges of information and rapid intervention situations
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Article 11

1. Where a Memér State takes measures which restrict the placing on the market of products
require their withdrawal or recallsuch as those provided for in Article 8(1)(b) to (f), the Member
State shall, to the extent that such notification is not required uldiete 12 or any specific
Community legislation, inform the Commission of the measures, specifying its reasons for adopting
them. It shall also inform the Commission of any modification or lifting of such measures.

If the notifying Member State considettsat the effects of the risk do not or cannot go beyond its
territory, it shall notify the measures concerned insofar as they involve information likely to be of
interest to Member States from the product safety standpoint, and in particular if theyems@oimse

to a new risk which has not yet been reported in other notifications.

In accordance with the procedure laid down in Article 15(3) of this Directive, the Commission shall,
while ensuring the effectiveness and proper functioning of the systent,thdaquidelines referred to

in point 8 of Annex Il. These shall propose the content and standard form for the notifications
provided for in this Article, and, in particular, shall provide precise criteria for determining the

conditions for which notificabn is relevant for the purposes of the second subparagraph.

2. The Commission shall forward the naotification to the other Member States, unless it concludes, after
examination on the basis of the information contained in the notification, that the medassreot
comply with Community law. In such a case, it shall immediately inform the Member State which
initiated the action.

Article 12

1. Where a Member State adopts or decides to adopt, recommend or agree with producers and
distributors, whether on a smulsory or voluntary basis, measures or actions to prevent, restrict or
impose specific conditions on the possible marketing or use, within its own territory, of products by
reason of a serious risk, it shall immediately notify the Commission thereofgthRAPEX. It shall

also inform the Commission without delay of modification or withdrawal of any such measure or
action.

If the notifying Member State considers that the effects of the risk do not or cannot go beyond its
territory, it shall follow the proedure laid down in Article 11, taking into account the relevant criteria
proposed in the guidelines referred to in point 8 of Annex Il.

Without prejudice to the first subparagraph, before deciding to adopt such measures or to take such
action, Member Stas may pass on to the Commission any information in their possession regarding
the existence of a serious risk.

In the case of a serious risk, they shall notify the Commission of the voluntary measures laid down in
Article 5 of this Directive taken by proaders and distributors.

2. On receiving such notifications, the Commission shall check whether they comply with this Article
and with the requirements applicable to the functioning of RAPEX, and shall forward them to the
other Member States, which, in turshall immediately inform the Commission of any measures
adopted.

3. Detailed procedures for RAPEX are set out in Annex Il. They shall be adapted by the Commission
in accordance with the procedure referred to in Article 15(3).

4. Access to RAPEX shall bepen to applicant countries, third countries or international
organisations, within the framework of agreements between the Community and those countries or
international organisations, according to arrangements defined in these agreements. Any such
agreerents shall be based on reciprocity and include provisions on confidentiality corresponding to
those applicable in the Community.
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Article 13

1. If the Commission becomes aware of a serious risk from certain products to the health and safety of
consumers irvarious Member States, it may, after consulting the Member States, and, if scientific
guestions arise which fall within the competence of a Community Scientific Committee, the Scientific
Committee competent to deal with the risk concerned, adopt a derisiba light of the result of

those consultations, in accordance with the procedure laid down in Article 15(2), requiring Member
States to take measures from among those listed in Article 8(1)(b) to (f) if, at one and the same time:

(a) it emerges from for consultations with the Member States that they differ significantly on the
approach adopted or to be adopted to deal with the risk; and

(b) the risk cannot be dealt with, in view of the nature of the safety issue posed by the product, in a
manner compible with the degree of urgency of the case, under other procedures laid down by the
specific Community legislation applicable to the products concerned; and

(c) the risk can be eliminated effectively only by adopting appropriate measures applicable at
Community level, in order to ensure a consistent and high level of protection of the health and safety
of consumers and the proper functioning of the internal market.

2. The decisions referred to in paragraph 1 shall be valid for a period not exceedirgoasdymay
be confirmed, under the same procedure, for additional periods none of which shall exceed one year.

However, decisions concerning specific, individually identified products or batches of products shall
be valid without a time limit.

3. Export fom the Community of dangerous products which have been the subject of a decision
referred to in paragraph 1 shall be prohibited unless the decision provides otherwise.

4. Member States shall take all necessary measures to implement the decisiongedfepadgraph
1 within less than 20 days, unless a different period is specified in those decisions.

5. The competent authorities responsible for carrying out the measures referred to in paragraph 1 shall,
within one month, give the parties concerneapportunity to submit their views and shall inform the
Commission accordingly.

CHAPTER VI
Committee procedures
Article 14

1. The measures necessary for the implementation of this Directive relating to the matters referred to
below shall be adopted in aedance with the regulatory procedure provided for in Article 15(2):

(a) the measures referred to in Article 4 concerning standards adopted by the European standardisation
bodies;

(b) the decisions referred to in Article 13 requiring Member States to teésures as listed in Article
8(1)(b) to ().

2. The measures necessary for the implementation of this Directive in respect of all other matters shall
be adopted in accordance with the advisory procedure provided for in Article 15(3).

Article 15
1. The Comnssion shall be assisted by a Committee.

2. Where reference is made to this paragraph, Articles 5 and 7 of Decision 1999/468/EC shall apply,
having regard to the provisions of Article 8 thereof.

The period laid down in Article 5(6) of Decision 1999/468/&fll be set at 15 days.
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3. Where reference is made to this paragraph, Articles 3 and 7 of Decision 1999/468/EC shall apply,
having regard to the provisions of Article 8 thereof.

4. The Committee shall adopt its rules of procedure.

CHAPTER VI
Final provisions
Article 16

1. Information available to the authorities of the Member States or the Commission relating to risks to
consumer health and safety posed by products shall in general be available to the public, in accordance
with the requirements of trarsgency and without prejudice to the restrictions required for monitoring

and investigation activities. In particular the public shall have access to information on product
identification, the nature of the risk and the measures taken.

However, Member Staseand the Commission shall take the steps necessary to ensure that their
officials and agents are required not to disclose information obtained for the purposes of this Directive
which, by its nature, is covered by professional secrecy in duly justifsms caxcept for information
relating to the safety properties of products which must be made public if circumstances so require, in
order to protect the health and safety of consumers.

2. Protection of professional secrecy shall not prevent the dissemninatthe competent authorities
of information relevant for ensuring the effectiveness of market monitoring and surveillance activities.
The authorities receiving information covered by professional secrecy shall ensure its protection.

Article 17
This Directive shall be without prejudice to the application of Directive 85/374/EEC.
Article 18

1. Any measure adopted under this Directive and involving restrictions on the placing of a product on
the market or requiring its withdrawal or recall must state tipeogiate reasons on which it is based.

It shall be notified as soon as possible to the party concerned and shall indicate the remedies available
under the provisions in force in the Member State in question and the time limits applying to such
remedies.

The parties concerned shall, whenever feasible, be given an opportunity to submit their views before
the adoption of the measure. If this has not been done in advance because of the urgency of the
measures to be taken, they shall be given such opportanitye course after the measure has been
implemented.

Measures requiring the withdrawal of a product or its recall shall take into consideration the need to
encourage distributors, users and consumers to contribute to the implementation of such measures.

2. Member States shall ensure that any measure taken by the competent authorities involving
restrictions on the placing of a product on the market or requiring its withdrawal or recall can be
challenged before the competent courts.

3. Any decision taken byintue of this Directive and involving restrictions on the placing of a product
on the market or requiring its withdrawal or its recall shall be without prejudice to assessment of the
liability of the party concerned, in the light of the national crimirsal lapplying in the case in
guestion.
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Article 19

1. The Commission may bring before the Committee referred to in Article 15 any matter concerning
the application of this Directive and patrticularly those relating to market monitoring and surveillance
activities.

2. Every three years, following 15 January 2004, the Commission shall submit a report on the
implementation of this Directive to the European Parliament and the Council.

The report shall in particular include information on the safety of consumédugis, in particular on
improved traceability of products, the functioning of market surveillance, standardisation work, the
functioning of RAPEX and Community measures taken on the basis of Article 13. To this end the
Commission shall conduct assessmaritshe relevant issues, in particular the approaches, systems
and practices put in place in the Member States, in the light of the requirements of this Directive and
the other Community legislation relating to product safety. The Member States shatleptio®i
Commission with all the necessary assistance and information for carrying out the assessments and
preparing the reports.

Article 20

The Commission shall identify the needs, possibilities and priorities for Community action on the
safety of serviceand submit to the European Parliament and the Council, before 1 January 2003, a
report, accompanied by proposals on the subject as appropriate.

Article 21

1. Member States shall bring into force the laws, regulations and administrative provisions necessary
in order to comply with this Directive with effect from 15 January 2004. They shall forthwith inform
the Commission thereof.

When Member States adopt those measures, they shall contain a reference to this Directive or be
accompanied by such reference ba bccasion of their official publication. The methods of making
such reference shall be laid down by Member States.

2. Member States shall communicate to the Commission the provisions of national law which they
adopt in the field covered by this Directive

Article 22

Directive 92/59/EEC is hereby repealed from 15 January 2004, without prejudice to the obligations of
Member States concerning the deadlines for transposition and application of the said Directive as
indicated in Annex IlI.

References to Direse 92/59/EEC shall be construed as references to this Directive and shall be read
in accordance with the correlation table in Annex V.

Article 23

This Directive shall enter into force on the day of its publication in the Official Journal of the
EuropearCommunities.

Article 24

This Directive is addressed to the Member States.
Done at Brussels, 3 December 2001.

For the European Parliament

The President

N. Fontaine

For the Council
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The President

F. Vandenbroucke

(1) OJ C 337 E, 28.11.2000, p. 109 &dC 1% E, 29.5.2000, p. 265.
(2) OJ C 367, 20.12.2000, p. 34.

(3) Opinion of the European Parliament of 15.11.2000 (OJ C 223, 8.8.2001, p. 154), Council Common
Position of 12.2.2001 (OJ C 93, 23.3.2001, p. 24) and Decision of the European Parliament of
16.5.20Q (not yet published in the Official Journal). Decision of the European Parliament of
4.10.2001 and Council Decision of 27.9.2001.

(4) OJ L 228, 11.8.1992, p. 24.
(5) OJ L 184, 17.7.1999, p. 23.

(6) OJ L 210, 7.8.1985, p. 29. Directive as amended by Dieedt999/34/EC of the European
Parliament and of the Council (OJ L 141, 4.6.1999, p. 20).

(7) OJ L 204, 21.7.1998, p. 37. Directive amended by Directive 98/48/EC (OJ L 217, 5.8.1998, p. 18).

ANNEX |

REQUIREMENTS CONCERNING INFORMATION ON PRODUCTS THAT DROT COMPLY
WITH THE GENERAL SAFETY REQUIREMENT TO BE PROVIDED TO THE COMPETENT
AUTHORITIES BY PRODUCERS AND DISTRIBUTORS

1. The information specified in Article 5(3), or where applicable by specific requirements of
Community rules on the product concernglaiall be passed to the competent authorities appointed for

the purpose in the Member States where the products in question are or have been marketed or
otherwise supplied to consumers.

2. The Commission, assisted by the Committee referred to in Articlshd8l define the content and
draw up the standard form of the notifications provided for in this Annex, while ensuring the
effectiveness and proper functioning of the system. In particular, it shall put forward, possibly in the
form of a guide, simple ahclear criteria for determining the special conditions, particularly those
concerning isolated circumstances or products, for which notification is not relevant in relation to this
Annex.

3. In the event of serious risks, this information shall includeast the following:

(a) information enabling a precise identification of the product or batch of products in question;
(b) a full description of the risk that the products in question present;

(c) all available information relevant for tracing the prdgduc

(d) a description of the action undertaken to prevent risks to consumers.

ANNEX Il

PROCEDURES FOR THE APPLICATION OF RAPEX AND GUIDELINES FOR
NOTIFICATIONS

1. RAPEX covers products as defined in Article 2(a) that pose a serious risk to the headtietynaf s
consumers.

Pharmaceuticals, which come under Directives 75/319/EEC(1) and 81/851/EEC(2), are excluded from
the scope of RAPEX.

2. RAPEX is essentially aimed at a rapid exchange of information in the event of a serious risk. The
guidelines referretb in point 8 define specific criteria for identifying serious risks.
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3. Member States notifying under Article 12 shall provide all available details. In particular, the
notification shall contain the information stipulated in the guidelines referredptmint 8 and at least:

(a) information enabling the product to be identified;

(b) a description of the risk involved, including a summary of the results of any tests/analyses and of
their conclusions which are relevant to assessing the level of risk;

(c) the nature and the duration of the measures or action taken or decided on, if applicable;
(d) information on supply chains and distribution of the product, in particular on destination countries.

Such information must be transmitted using the special atdnubtification form and by the means
stipulated in the guidelines referred to in point 8.

When the measure notified pursuant to Article 11 or Article 12 seeks to limit the marketing or use of a
chemical substance or preparation, the Member States shaitlgp as soon as possible either a
summary or the references of the relevant data relating to the substance or preparation considered and
to known and available substitutes, where such information is available. They will also communicate
the anticipated féects of the measure on consumer health and safety together with the assessment of
the risk carried out in accordance with the general principles for the risk evaluation of chemical
substances as referred to in Article 10(4) of Regulation (EEC) No 733/@3the case of an existing
substance or in Article 3(2) of Directive 67/548/EEC(4) in the case of a new substance. The guidelines
referred to in point 8 shall define the details and procedures for the information requested in that
respect.

4. When a Metber State has informed the Commission, in accordance with Article 12(1), third
subparagraph, of a serious risk before deciding to adopt measures, it must inform the Commission
within 45 days whether it confirms or modifies this information.

5. The Commissin shall, in the shortest time possible, verify the conformity with the provisions of the
Directive of the information received under RAPEX and, may, when it considers it to be necessary and
in order to assess product safety, carry out an investigatida own initiative. In the case of such an
investigation, Member States shall supply the Commission with the requested information to the best
of their ability.

6. Upon receipt of a notification referred to in Article 12, the Member States are requestedno
the Commission, at the latest within the set period of time stipulated in the guidelines referred to in
point 8, of the following:

(a) whether the product has been marketed in their territory;

(b) what measures concerning the product in questiey iy be adopting in the light of their own
circumstances, stating the reasons, including any differing assessment of risk or any other special
circumstance justifying their decision, in particular lack of action or of felipyw

(c) any relevant supplemtary information they have obtained on the risk involved, including the
results of any tests or analyses carried out.

The guidelines referred to in point 8 shall provide precise criteria for notifying measures limited to
national territory and shall spégihow to deal with notifications concerning risks which are
considered by the Member State not to go beyond its territory.

7. Member States shall immediately inform the Commission of any modification or lifting of the
measure(s) or action(s) in question.

8. The Commission shall prepare and regularly update, in accordance with the procedure laid down in
Article 15(3), guidelines concerning the management of RAPEX by the Commission and the Member
States.
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9. The Commission may inform the national contact {soirgarding products posing serious risks,
imported into or exported from the Community and the European Economic Area.

10. Responsibility for the information provided lies with the notifying Member State.

11. The Commission shall ensure the proper fonatg of the system, in particular classifying and
indexing notifications according to the degree of urgency. Detailed procedures shall be laid down by
the guidelines referred to in point 8.

(1) OJ L 147, 9.6.1975, p. 13. Directive as last amended by CssiamiDirective 2000/38/EC (OJ L
139, 10.6.2000, p. 28).

(2) OJ L 317, 6.11.1981, p. 1. Directive as last amended by Commission Directive 2000/37/EC (OJ L
139, 10.6.2000, p. 25).

(3) OJ L 84, 5.4.1993, p. 1.

(4) OJ 196, 16.8.1967, p. 1/67. Directive a$ tamended by Commission Directive 2000/33/EC (OJ L
136, 8.6.2000, p. 90).

ANNEX I
PERIOD FOR THE TRANSPOSITION AND APPLICATION OF THE REPEALED DIRECTIVE
(REFERRED TO IN THE FIRST SUBPARAGRAPHE OF ARTICLE 22)

ANNEX IV
CORRELATION TABLE
(REFERRED TO INTHE SECOND SUBPARAGRAPH OF ARTICLE 22)
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9.3.3. Bundesgesetz Uber die Haftung fur ein fehlerhaftes Produkt
(Product Liability Agt
BGBI | Nr. 99/1988_atest versiomper 16.8.2012
(www.risbka.gv.at)German version only.

Haftung

§ 1. (1) Wird durch den Fehler eines Produkts ein Mensch getttet, am Koérper verletzt oder an der
Gesundheit geschadigt oder eine von dem Produkt verschiedene koérperliche Sache beschadigt, so
haftet fir den Ersatz deéSchadens

1. der Unternehmer, der es hergestellt und in den Verkehr gebracht hat,

2. der Unternehmer, der es zum Vertrieb in den Europaischen Wirtschaftsraum eingeftihrt ur

den Verkehr gebracht hat (Importeur).

(2) Kann der Hersteller oder bei eingefihrten Produkten der Importeur (Abs. 1 Z 2) nicht
festgestellt werden, so haftet jeder Unternehmer, der das Produkt in den Verkehr gebracht hat, nach
Abs. 1, wenn er nicht dem Geschadigten in angemessener Frist den Hersteller beziehunggiveise
eingefuhrten Produktenden Importeur oder denjenigen nennt, der ihm das Produkt geliefert hat.

§ 2.Der Schaden durch die Beschadigung einer Sache ist nur zu ersetzen,

1. wenn ihn nicht ein Unternehmer erlitten hat, der die Sache Uberwiegend in déimemehme
verwendet hat, und

2. Uberdies nur mit dem 500 Euro Ubersteigenden Teil.

Hersteller

§ 3. Hersteller (8§ 1 Abs. 1 Z 1) ist derjenige, der das Endprodukt, einen Grundstoff oder ein
Teilprodukt erzeugt hat, sowie jeder, der als Hersteller guftrdem er seinen Namen, seine Marke
oder ein anderes Erkennungszeichen auf dem Produkt anbringt.

Produkt
§ 4. Produkt ist jede bewegliche korperliche Sache, auch wenn sie ein Teil einer anderen beweglichen
Sache oder mit einer unbeweglichen Sache vl worden ist, einschliel3lich Energie.

Fehler
§ 5.(1) Ein Produkt ist fehlerhaft, wenn es nicht die Sicherheit bietet, die man unter Beriicksichtigung
aller Umstande zu erwarten berechtigt ist, besonders angesichts

1. der Darbietung des Produkts,

2.des Gebrauchs des Produkts, mit dem billigerweise gerechnet werden kann,
3. des Zeitpunkts, zu dem das Produkt in den Verkehr gebracht worden ist.
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(2) Ein Produkt kann nicht allein deshalb als fehlerhaft angesehen werden, weil spater ein verbessertes
Prodikt in den Verkehr gebracht worden ist.

Inverkehrbringen

8§ 6. Ein Produkt ist in den Verkehr gebracht, sobald es der Unternehmer, gleich auf Grund welchen
Titels, einem anderen in dessen Verfligungsmacht oder zu dessen Gebrauch Ubergeben hat. Die
Versendungn den Abnehmer gengt.

Beweislastumkehr

§ 7. (1) Behauptet ein Hersteller oder ein Importeur, die Sache nicht in den Verkehr gebracht oder
nicht als Unternehmer gehandelt zu haben, so obliegt ihm der Beweis.

(2) Behauptet ein in Anspruch Genommener, daf Produkt den Fehler, der den Schaden verursacht
hat, noch nicht hatte, als er es in den Verkehr gebracht hat, so hat er dies als unter Bertlicksichtigung
der Umstande wahrscheinlich darzutun.

Haftungsausschliisse
§ 8. Die Haftung kann nicht durch den Magines Verschuldens, sondern nur durch den Nachweis
ausgeschlossen werdensdga

1. der Fehler auf eine Rechtsvorschrift oder behérdliche Anordnung zurtickzufiihren ist,
Produkt zu entsprechen hatte,

2. die Eigenschaften des Produkts nach dem StesrdWissenschaft und Technik zu c
Zeitpunkt, zu dem es der in Anspruch Genommene in den Verkehr gebracht hat, nicht a
erkannt werden konnten oder

3.-wenn der in Anspruch Genommene nur einen Grundstoff oder ein Teilprodukt hergest
der Fehler durch die Konstruktion des Produkts, in welches der Grundstoff oder das Tei
eingearbeitet worden ist, oder durch die Anleitungen des Herstellers dieses Produkts v
worden ist.

§ 9. Die Ersatzpflicht nach diesem Bundesgesetz kamnvoraus weder ausgeschlossen noch
beschréankt werden.

Solidarhaftung

8 10. Trifft die Haftpflicht mehrere, so haften sie zur ungeteilten Hand. Ihre Haftung wird nicht
dadurch gemindert, daf3 auch andere nach anderen Bestimmungen flr den Ersatz debselbes S
haften.

Mitverschulden des Geschadigten
§ 11.Trifft den Geschadigten oder jemanden, dessen Verhalten er zu vertreten hat, ein Verschulden, so
ist 8§ 1304 ABGB sinngemal3 anzuwenden.

Ruckagriff

§ 12.(1) Hat ein Ersatzpflichtiger Schadenersatz g&¢iund ist der Fehler des Produkts weder von

ihm noch von einem seiner Leute verursacht worden, so kann er vom Hersteller des fehlerhaften
Endprodukts, Grundstoffs oder Teilprodukts Rickersatz verlangen. Sind mehrere riickersatzpflichtig,
so haften sie zungeteilten Hand.

(2) Haben mehrere Haftende den Fehler mitverursacht, so richtet sich das Ausmafd des Anspruchs
desjenigen, der den Schaden ersetzt hat, auf Rickersatz gegen die Ubrigen nach den Umsténden,
besonders danach, wie weit der Schaden von demn eder dem anderen Beteiligten verschuldet oder
durch die Herbeifiihrung eines Fehlers des Produkts verursacht worden ist.
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(3) Kann ein nach Abs. 1 oder 2 Rickersatzpflichtiger nicht festgestellt werden, so ist jeder
Unternehmer rickersatzpflichtig, ddas Produkt vor dem Ruckersatzberechtigten in den Verkehr
gebracht hat, wenn er nicht diesem in angemessener Frist den Hersteller oder denjenigen nennt, der
ihm das Produkt geliefert hat.

Erléschung

§ 13.Sofern nach diesem Bundesgesetz bestehende Esatzehe nicht friher verjahren, erldschen

sie zehn Jahre nach dem Zeitpunkt, zu dem der Ersatzpflichtige das Produkt in den Verkehr gebracht
hat, es sei denn, der Geschadigte hat seinen Anspruch inzwischen gerichtlich geltend gemacht.

Anwendung des ABGB
§ 14. Soweit in diesem Bundesgesetz nicht anderes bestimmt ist, ist auf die darin vorgesehenen
Ersatzanspriche das Allgemeine birgerliche Gesetzbuch anzuwenden.

Sonstige Ersatzanspriiche

§ 15.(1) Bestimmungen des Allgemeinen birgerlichen Gesetzesbuclahdader Vorschriften, nach

denen Schaden in weiterem Umfang oder von anderen Personen als nach diesem Bundesgesetz zu
ersetzen sind, bleiben unberihrt.

(2) Dieses Bundesgesetz gilt nicht fir Schaden durch ein nukleares Ereignis, die in einem ven EFTA
Staden und EGMitgliedstaaten ratifizierten internationalen Ubereinkommensar&ind.

Deckungsvorsorge

§ 16.Hersteller und Importeure von Produkten sind verpflichtet, in einer Art und in einem Ausmal,
wie sie im redlichen Geschéftsverkehr Ublich sindckhulas Eingehen einer Versicherung oder in
anderer geeigneter Weise dafir Vorsorge zu treffen, daR Schadenersatzpflichten nach diesem
Bundesgesetz befriedigt werden kénnen.

Beachte fur folgende Bestimmung
Die Uberschrift ist seit der Anderung durch die BilBGBI. Nr. 95/1993yegenstandslos.

Zuschlage

§ 17.Als Importeur im Sinn des § 1 Abs. 1 Z 2 gilt Uberdies derjenige Unternehmer, der das Produkt
zum Vertriebvon einem EFTAStaat in die Europaische Wirtschaftsgemeinschaft oder von der
Europaischen Wirtschaftsgemeinschaft in einen EfSt#at oder von einem EFT3taat in einen
anderen EFTAStaat eingefiihrt und hier in den Verkehr gebracht hat. Dies gilt ab dgmam dem

das Luganer Ubereinkommen vom 16. September 1988 uber die gerichtliche Zustandigkeit und die
Vollstreckung gerichtlicher Entscheidungen in Ziwind Handelssachen fiur einen H#gliedstaat

oder einen EFTAStaat in Kraft tritt, nicht mehr firiejenigen Staaten, die das Ubereinkommen
ratifiziert haben, insoweit auf Grund dieser Ratifikationen ein zugunsten des Geschadigten erwirktes
nationales Urteil gegen den Hersteller oder den Importeur im Sinn des 8 1 Abs. 1 Z 2 vollstreckbar ist.

Ubergangsestimmung, Vollziehung
§ 18.Dieses Bundesgesetz tritt mit 1. Juli 1988 in Kraft.

§ 19. Dieses Bundesgesetz ist auf Schaden durch Produkte, die vor seinem Inkrafttreten in den
Verkehr gebracht worden sind, nicht anzuwenden.


http://www.ris.bka.gv.at/Dokumente/BgblPdf/1993_95_0/1993_95_0.pdf
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§19a.(1) 8 1 Abs. 122, 8,89, §13, 8 15 Abs. 2 und 8§ 17 in der Fassung des Bundesgesetzes
BGBI. Nr. 95/1993reten zu demselben Zeitpunkt in Kraft wie das Abkommen Uber den Européische
Wirtschaftsraums *).

(2) Die Neufassung dieser Bestimmungen ist auf Schaden durch Produkte, die vor dem im Abs. 1
genannten Zeitpunkt in Verkehr gebracht worden sind, nicht anzuwenden.

(3) Die 88 4 und 8 in der Fassung des Bundesged®@Bs& | Nr. 185/199%reten mit 1. Janner 2000

in Kraft. Die Neufassung dieser Bestimmungen ist auf Produkte, die vor dem 1. Janner 2000 in
Verkehr gebracht worden sind, nicimzawenden.

(3) Die 88 2 und 19a in der Fassung des Bundesgede@BE | Nr. 98/2001treten mit 1. Janner

2002 in Kraft. § 2 ist in dieser Fassung auf SchadeohdBrodukte, die vor diesem Tag in Verkehr
gebracht worden sind, nicht anzuwenden.

*) Die Kundmachung des Abkommens und seines Inkrafttretens wird zu einem spéteren Zeitpunkt
erfolgen.

§ 20.Mit der Vollziehung diess Bundesgesetzes ist der Bundesminister fur Justiz betraut.

Artikel IV

Umsetzung

(Anm.: Zu BGBI. Nr. 99/198§

Mit diesem Bundesgesetz werden die Richtlinie %@/ Uber den Verbraucherschutz bei
Vertragsabschlissen im Fernabsatz, ABI. Nr. L 144 vom 4. Juni 1997, S 19, die Richtlinie 97/55/EG
zur Anderung der Richtlinie 84/450/EWG uber irrefihrende Werbung zwecks Einbeziehung der
vergleichenden Werbung, ABI. Nr. 290 vom 23. Oktober 1997, S 18, die Richtlinie 98/27/EG Uber
Unterlassungsklagen zum Schutz der Verbraucherinteressen, ABI. Nr. L 166 vom 11. Juni 1998, S 51,
und die Richtlinie 99/34/EG zur Anderung der Richtlinie 85/374/EWG des Rates zur Angleichung der
Rechts und Verwaltungsvorschriften der Mitgliedstaaten Uber die Haftung fir fehlerhafte Produkte
umgesetzt.


http://www.ris.bka.gv.at/Dokumente/BgblPdf/1993_95_0/1993_95_0.pdf
http://www.ris.bka.gv.at/Dokumente/BgblPdf/1999_185_1/1999_185_1.pdf
http://www.ris.bka.gv.at/Dokumente/BgblPdf/2001_98_1/2001_98_1.pdf
http://www.ris.bka.gv.at/Dokumente/BgblPdf/1988_99_0/1988_99_0.pdf
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9.3.4. Council Directive85/374/EEC
of 25 July 1985 on the approximation of the laws, regulations and
administrative provisions of the Member States concerning liability for
defective products

Official Journal L 210, 07/08/1985 P. 0029 - 0033
Finnish special edition: Chapter 15 Volume 6 P. 0239
Spanish special edition: Chapter 13 Volume 19 P. 0@8
Swedlish special edition.: Chapter 15 Volume 6 P. 0239
Portuguese special edition Chapter 13 Volume 19 P. 0008

THE COUNCIL OF THE EUROPEAN
COMMUNITIES,

Having regard to the Treaty establishing the European Economic Community, and in particclar Arti
100 thereof,

Having regard to the proposal from the Commission (1),
Having regard to the opinion of the European Parliament (2),
Having regard to the opinion of the Economic and Social Committee (3),

Whereas approximation of the laws of the MemB&tes concerning the liability of the producer for
damage caused by the defectiveness of his products is hecessary because the existing divergences may
distort competition and affect the movement of goods within the common market and entail a differing
degree of protection of the consumer against damage caused by a defective product to his health or
property;

Whereas liability without fault on the part of the producer is the sole means of adequately solving the
problem, peculiar to our age of increasiegtnicality, of a fair apportionment of the risks inherent in
modern technological production;

Whereas libility without fault should apply only to movables which have been industrially produced,
whereas, as a result, it is appropriate to exclude lialfdityagricultural products and game, except
where they have undergone a processing of an industrial nature which could cause a defect in these
products; whereas the liability provided for in this Directive should also apply to movables which are
used in tle construction of immovables or are installed in immovables;

Whereas protection of the consumer requires that all producers involved in the production process
should be made liable, in so far as their finished product, component part or any raw mgaplied s

by them was defective; whereas, for the same reason, liability should extend to importers of products
into the Community and to persons who present themselves as producers by affixing their name, trade
mark or other distinguishing feature or whopgly a product the producer of which cannot be
identified;

Whereas, in situations where several persons are liable for the same damage, the protection of the
consumer requires that the injured person should be able to claim full compensation for the damag
from any one of them;
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whereas, to protect the physical wiedling and property of the consumer, the defectiveness of the
product should be determined by reference not to its fithess for use but to the lack of the safety which
the public at large is etliéd to expect; whereas the safety is assessed by excluding any misuse of the
product not reasonable under the circumstances;

Whereas a fair apportionment of risk between the injured person and the producer implies that the
producer should be able to frigienself from liability if he furnishes proof as to the existence of certain
exonerating circumstances;

Whereas the protection of the consumer requires that the liability of the producer remains unaffacted
by acts or omissions of other persons havingrdmried to cause the damage; whereas, however, the
contributory negligence of the injured person may be taken into account to reduce or disallow such
liability;

Whereas the protection of the consumer requires compensation for death and personahigligsas
compensation for damage to property; whereas the latter should nevertheless be limited to goods for
private use or consumption and be subject to a deduction of a lower threshold of a fixed amount in
order to avoid litigation in an excessive numbécases; whereas this Directive should not prejudice
compensation for pain and suffering and other-manerial damages payable, where appropriate,
under the law applicable to the case;

Whereas a uniform period of limitation for the bringing of actiondempensation is in the interests
both of the injured person and of the producer;

Whereas products age in the course of time, higher safety standards are developed and the state of
science and technology progresses; whereas, therefore, it would noadomatdle to make the
producer liable for an unlimited period for the defectiveness of his product; whereas, therefore,
liability should expire after a reasonable length of time, without prejudice to claims pending at law;

Whereas, to achieve effective fgotion of consumers, no contractual derogation should be permitted
as regards the liability of the producer in relation to the injured person;

Whereas under the legal systems of the Member States an injured party may have a claim for damages
based on gmnands of contractual liability or on grounds of roontractual liability other than that
provided for in this Directive; in so far as these provisions also serve to attain the objective of effective
protection of consumers, they should remain unaffectedhlsy Directive; whereas, in so far as
effective protection of consumers in the sector of pharmaceutical products is already also attained in a
Member State under a special liability system, claims based on this system should similarly remain
possible;

Whereas, to the extent that liability for nuclear injury or damage is already covered in all Member
States by adequate special rules, it has been possible to exclude damage of this type from the scope of
this Directive;

Whereas, since the exclusion of primnaagricultural products and game from the scope of this
Directive may be felt, in certain Member States, in view of what is expected for the protection of
consumers, to restrict unduly such protection, it should be possible for a Member State to extend
liability to such products;

Whereas, for similar reasons, the possibility offered to a producer to free himself from liability if he
proves that the state of scientific and technical knowledge at the time when he put the product into
circulation was not sucas to enable the existence of a defect to be discovered may be felt in certain
Member States to restrict unduly the protection of the consumer; whereas it should therefore be
possible for a Member State to maintain in its legislation or to provide bylegsiation that this
exonerating circumstance is not admitted; whereas, in the case of new legislation, making use of this
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derogation should, however, be subject to a Community stlhghrocedure, in order to raise, if
possible, the level of protectidn a uniform manner throughout the Community;

Whereas, taking into account the legal traditions in most of the Member States, it is inappropriate to
set any financial ceiling on the producer's liability without fault; whereas, in so far as there are,
however, differing traditions, it seems possible to admit that a Member State may derogate from the
principle of unlimited liability by providing a limit for the total liability of the producer for damage
resulting from a death or personal injury and causementical items with the same defect, provided
that this limit is established at a level sufficiently high to guarantee adequate protection of the
consumer and the correct functioning of the common market;

Whereas the harmonization resulting from ttésnot be total at the present stage, but opens the way
towards greater harmonization; whereas it is therefore necessary that the Council receive at regular
intervals, reports from the Commission on the application of this Directive, accompanied, aethe ca
may be, by appropriate proposals;

Whereas it is particularly important in this respect thatexeamination be carried out of those parts of

the Directive relating to the derogations open to the Member States, at the expiry of a period of
sufficient kength to gather practical experience on the effects of these derogations on the protection of
consumers and on the functioning of the common market,

HAS ADOPTED THIS DIRECTIVE:

Article 1
The producer shall be liable for damage caused by a defestpndauct.
Article 2

For the purpose of this Directive 'product’ means all movables, with the exception of primary
agricultural products and game, even though incorporated into another movable or into an immovable.
'Primary agricultural products’ meansetproducts of the soil, of sto¢arming and of fisheries,
excluding products which have undergone initial processing. 'Product’ includes electricity.

Article 3

1. 'Producer' means the manufacturer of a finished product, the producer of any raw ovateeal
manufacturer of a component part and any person who, by putting his name, trade mark or other
distinguishing feature on the product presents himself as its producer. 2. Without prejudice to the
liability of the producer, any person who imports itite Community a product for sale, hire, leasing

or any form of distribution in the course of his business shall be deemed to be a producer within the
meaning of this Directive and shall be responsible as a producer.

3. Where the producer of the produahnot be identified, each supplier of the product shall be treated
as its producer unless he informs the injured person, within a reasonable time, of the identity of the
producer or of the person who supplied him with the product. The same shall ajppé/case of an
imported product, if this product does not indicate the identity of the importer referred to in paragraph
2, even if the name of the producer is indicated.

Article 4

The injured person shall be required to prove the damage, the defetiteandusal relationship
between defect and damage.
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Article 5

Where, as a result of the provisions of this Directive, two or more persons are liable for the same
damage, they shall be liable jointly and severally, without prejudice to the provisioasi@fal law
concerning the rights of contribution or recourse.

Article 6

1. A product is defective when it does not provide the safety which a person is entitled to expect,
taking all circumstances into account, including:

(a) the presentation of theqaluct;
(b) the use to which it could reasonably be expected that the product would be put;
(c) the time when the product was put into circulation.

2. A product shall not be considered defective for the sole reason that a better product is subsequently
put into circulation.

Article 7
The producer shall not be liable as a result of this Directive if he proves:
(a) that he did not put the product into circulation; or

(b) that, having regard to the circumstances, it is probable that the defect wisiel taidamage did
not exist at the time when the product was put into circulation by him or that this defect came into
being afterwards; or

(c) that the product was neither manufactured by him for sale or any form of distribution for economic
purpose nomanufactured or distributed by him in the course of his business; or

(d) that the defect is due to compliance of the product with mandatory regulations issued by the public
authorities; or

(e) that the state of scientific and technical knowledge atiithe when he put the product into
circulation was not such as to enable the existence of the defect to be discovered; or

() in the case of a manufacturer of a component, that the defect is attributable to the design of the
product in which the componehas been fitted or to the instructions given by the manufacturer of the
product.

Article 8

1. Without prejudice to the provisions of national law concerning the right of contribution or recourse,
the liability of the producer shall not be reduced whem damage is caused both by a defect in
product and by the act or omission of a third party.

2. The liability of the producer may be reduced or disallowed when, having regard to all the
circumstances, the damage is caused both by a defect in the prodiumt e fault of the injured
person or any person for whom the injured person is responsible.

Article 9
For the purpose of Article 1, 'damage’ means:
(a) damage caused by death or by personal injuries;

(b) damage to, or destruction of, any item ofganty other than the defective product itself, with a
lower threshold of 500 ECU, provided that the item of property:

(i) is of a type ordinarily intended for private use or consumption, and
(ii) was used by the injured person mainly for his own privaor consumption.
This Article shall be without prejudice to national provisions relating tematerial damage.
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Article 10

1. Member States shall provide in their legislation that a limitation period of three years shall apply to
proceedings for theecovery of damages as provided for in this Directive. The limitation period shall
begin to run from the day on which the plaintiff became aware, or should reasonably have become
aware, of the damage, the defect and the identity of the producer.

2. The aws of Member States regulating suspension or interruption of the limitation period shall not
be affected by this Directive.

Article 11

Member States shall provide in their legislation that the rights conferred upon the injured person
pursuant to this Déctive shall be extinguished upon the expiry of a period of 10 years from the date
on which the producer put into circulation the actual product which caused the damage, unless the
injured person has in the meantime instituted proceedings against thegsrod

Article 12

The liability of the producer arising from this Directive may not, in relation to the injured person, be
limited or excluded by a provision limiting his liability or exempting him from liability.

Article 13

This Directive shall not affct any rights which an injured person may have according to the rules of
the law of contractual or necontractual liability or a special liability system existing at the moment
when this Directive is notified.

Article 14

This Directive shall not applyo injury or damage arising from nuclear accidents and covered by
international conventions ratified by the Member States.

Article 15
1. Each Member State may:

(a) by way of derogation from Article 2, provide in its legislation that within the meafiAgiole 1
of this Directive 'product’ also means primary agricultural products and game;

(b) by way of derogation from Article 7 (e), maintain or, subject to the procedure set out in paragraph
2 of this Article, provide in this legislation that the pucdr shall be liable even if he proves that the
state of scientific and technical knowledge at the time when he put the product into circulation was not
such as to enable the existence of a defect to be discovered.

2. A Member State wishing to introdudeetmeasure specified in paragraph 1 (b) shall communicate
the text of the proposed measure to the Commission. The Commission shall inform the other Member
States thereof.

The Member State concerned shall hold the proposed measure in abeyance for rigeaftemthe
Commission is informed and provided that in the meantime the Commission has not submitted to the
Council a proposal amending this Directive on the relevant matter. However, if within three months of
receiving the said information, the Commssidoes not advise the Member State concerned that it
intends submitting such a proposal to the Council, the Member State may take the proposed measure
immediately.

If the Commission does submit to the Council such a proposal amending this Directive ththi
aforementioned nine months, the Member State concerned shall hold the proposed measure in
abeyance for a further period of 18 months from the date on which the proposal is submitted.

3. Ten years after the date of notification of this Directive @bmmission shall submit to the Council
a report on the effect that rulings by the courts as to the application of Article 7 (e) and of paragraph 1
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(b) of this Article have on consumer protection and the functioning of the common market. In the light
of this report the Council, acting on a proposal from the Commission and pursuant to the terms of
Article 100 of the Treaty, shall decide whether to repeal Article 7 (e).

Article 16

1. Any Member State may provide that a producer's total liability for daneagéting from a death or
personal injury and caused by identical items with the same defect shall be limited to an amount which
may not be less than 70 million ECU.

2. Ten years after the date of notification of this Directive, the Commission shalk sakthe Council

a report on the effect on consumer protection and the functioning of the common market of the
implementation of the financial limit on liability by those Member States which have used the option
provided for in paragraph 1. In the light thfis report the Council, acting on a proposal from the
Commission and pursuant to the terms of Article 100 of the Treaty, shall decide whether to repeal
paragraph 1.

Article 17

This Directive shall not apply to products put into circulation before éite on which the provisions
referred to in Article 19 enter into force.

Article 18

1. For the purposes of this Directive, the ECU shall be that defined by Regulation (EEC) No 3180/78
(1), as amended by Regulation (EEC) No 2626/84 (2). The equivalertional currency shall
initially be calculated at the rate obtaining on the date of adoption of this Directive.

2. Every five years the Council, acting on a proposal from the Commission, shall examine and, if need
be, revise the amounts in this Directivi, the light of economic and monetary trends in the
Community.

Article 19

1. Member States shall bring into force, not later than three years from the date of notification of this
Directive, the laws, regulations and administrative provisions neceasseoynply with this Directive.
They shall forthwith inform the Commission thereof (1).

2. The procedure set out in Article 15 (2) shall apply from the date of notification of this Directive.
Article 20

Member States shall communicate to the Commissienexts of the main provisions of national law
which they subsequently adopt in the field governed by this Directive.

Article 21

Every five years the Commission shall present a report to the Council on the application of this
Directive and, if necessarghall submit appropriate proposals to it.

Article 22

This Directive is addressed to the Member Stalxne at Brussels, 25 July 1985.
For the Council

The President]. POOS

(1) OJ No C 241, 14. 10. 1976, p. 9 and OJ No C 271, 26. 10. 1979, p. 3.

(2) OJ No C 127, 21. 5. 1979, p. 61.

(3) OJNo C 114, 7.5. 1979, p. 15.

(1) OJ No L 379, 30. 12. 1978, p. 1.

(2) OJ No L 247, 16.9. 1984, p. 1.
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(1) This Directive was notified to the Member States on 30 July 1985.

9.3.5. A Guideline on Summary Bfoduct Characteristics (SmPC)
Volume 2C Noticeto Applicants of the Rules Governing Medicinal
Products in the European UnipBudralexRevision 2, September 2009

MODULE 1.3 SUMMARY OF PRODUCT CHARACTERISTICS

Article 8(3)(j) of Directive 2001/83/EC and Article 6(1) of Regulation (EC) 726/2004 require that, in
order to obtain a marketing authorisation, a Summary of Product Characteristics (SmPC) in
accordance with Article 11 of Directive 2001/83/EC must be includedhén applicationl. In
accordance with Directive 2001/83/EC, when the marketing authorisation is issued, the Marketing
Authorisation Holder shall be informed, by the competent authorities of the Member States concerned,
of the SmPC as approved by it. For dams concerning centralised marketing authorisations,
according to Article 10 of Regulation (EC) No 726/2004, the final Commission decision with the

SmPC is addressed and notified to the Marketing Authorisation Holder. Thus, the SmPC forms an
intrinsic ard integral part of the marketing authorisation.

The SmPC sets out the agreed position of the medicinal product as distilled during the course of the
assessment process. As such the content cannot be changed except with the approval of the originating
compéent authority.

The SmPC is the basis of information for healthcare professionals on how to use the medicinal product
safely and effectively. The Package Leaflet (PL) shall be drawn up in accordance with the SmPC. The
Guideline on excipients in the labeidipackage leaflet of medicinal products for humanisiséso
applicable to the SmPC.

It is not in the remit of the SmPC to give general advice on the treatment of particular medical
conditions. On the other hand specific aspects of the treatment telatssl of the medicinal product

or its effects should be mentioned. Similarly, general advice on administration procedures should not
be included but any advice specific to the concerned medicinal product should be included.

This guideline provides advian the principles of presenting information in the SmPC. Applicants
should maintain the integrity of each section of the document by only including information in each
section which is relevant to the section heading. However, some issues may needltedseddh

more than one section of the SmPC and in such situations the individual statements rmayerrtuss

other sections when these contain relevant additional information.

This guideline should be read in conjunction with any other specific giddioament related to the
SmPC (e.g. on benzodiazepines, antibiotics, vaccines, pegylated proteins, orddasethmedicinal
products).

Separate SmPCs are required for each pharmaceutical form and strength by the European Commission
and certain Membert&es. Limited references to other strengths or pharmaceutical forms of the same
medicinal product may be necessary in a SmPC if the dosage regimen is based on the use of several
strengths or pharmaceutical forms. For the purposes of giving informafwedcribers, the SmPCs

of different pharmaceutical forms and strengths may be combined for appropriate products within the
same range.

This guidance shall apply as from 1 May 2010. However, submissions may also be done on the basis
of this guidance priormtthat date.
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SUMMARY OF PRODUCT CHARACTERISTICS: Principles of presenting information

- The SmPC should be worded in clear and concise language.

- Each section of the SmPC should first deal with those issues that apply to the core population for
whom te medicine is indicated followedvhen necessaiiyby specific information for any relevant
special population (e.g. children or elderly).

- Public Assessment Reports provide detailed information on medicinal products and are available on
the website ofthe European Medicines Agency, of Heads of medicines Agencies or other National
Competent Authorities. A link to the relevant website should be included in SmPCs when a public
assessment report is available.

- Consistent medical terminology should be ugedughout the SmP&or example, the use of

MedDRA as described in the annex for section 4.8 should be applied though the SmPC, in particular
for sections 4.3 and 4.4 and 4.8.

- The SmPC provides information on a particular medicinal product; therefbredtd not include

reference to other medicinal products (e.g. thro

same class é0) except when it is a class warni
- The principles sebut in this guideline are ajypable to all medicinal products. The application of

those principles for a particular medicinal product will depend on the scientific knowledge on the
medicinal product, the legal basis of a marketing authorisation and public health needs. Deviation
from this guideline should therefore be justified in the relevant Overview or Summary in the
marketing authorisation application.

- Practical advice on how to draw up the SmPC is provided to the applicant in the form of templates
developed by the Quality Rewieof Documents (QRD) group, for centralised, decentralised and

mutual recognition procedures.

1 NAME OF THE MEDICINAL PRODUCT

The (invented) name should be followed by both the strength and the pharmaceutical form. However,
when otherwise referring toéhmedicinal product throughout the SmPC text, the strength and the
pharmaceutical form do not have to be mentioned in the name. The Internatiofmbdoatary

Name (INN) or the usual common name of the active substance should be used when referring to
properties of the active substance(s) rather than those of the product.

The use of pronouns (e.g. Aito) is encouraged

Strength

The strength should be the relevant quantity for identification and use of the product and should be
consistehwith the quantity stated in the quantitative composition and in the posology. Different
strengths of the same medicinal product should be stated in the same way, e.g. 250 mg, 500 mg, 750
mg. The use of decimal points should be avoided where these caasiye removed (e.g. 250
microgram, not 0.25 mg). However, where a range of medicinal products of the same pharmaceutical
form includes strengths of more than one unit (e.g. 250 microgram, 1 mg and 6 mg), it may be more
appropriate in certain cases to stite strengths in the same unit for the purpose of comparability (e.g.
0.25 mg, 1 mg and 6 mg). For safety reasons, micrograms and millions (e.g. for units) should always
be spelled out in full rather than be abbreviated.

Pharmaceutical form

The pharmaagtical form of a medicinal product should be described by a single full Standard Term of
the European Pharmacopoeia using the plural form if appropriate (e.g. tablets) (see section 3). If an
appropriate standard term does not exist, a new term may beuctetfrom a combination of

ng

w h
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standard terms in accordance with the document f

Should this not be possible, the competent authority should be asked to request a new Standard Term
from the European Departmtefior the Quality of Medicines (EDQM) of the Council of Europe. No
reference should be made to the route of administration or container unless these elements are part of
the standard term or where there is a particular safety reason for their inclusioererthere are

identical products, which may be distinguished only by reference to the route of administration or to
the container.

For the expression of the name and strength of (traditional) herbal medicinal products the declaration
should be in accordae with existing quality guidelines on herbal medicinal products.

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Full details of the qualitative and quantitative composition in terms of the active substance(s) and
excipients, knowledge of which are essdrita proper administration of the medicinal product,

should be provided in section 2 and as appropriate in section 4.3 or 4.4. For example, excipients listed

i n the AnrGuoideline ondhe eéxbipgentsiin the label and package leaflet of medicodugir
forhumanuse s houl d be stated here under a separate s
The following standard statement should be inclu
excipients, see section 6.160.

If a diluent is @t of the medicinal product, information should be included in the relevant sections

(usually sections 3, 6.1, 6.5 and 6.6).

Qualitative declaration

The active substance should be declared by its recommended INN, accompanied by its salt or hydrate
form if relevant, or the European Pharmacopoeial hame if that name represents an established name in
Europe. If no INN exists, the European Pharmacopoeia nhame should be used or if the substance is not
in the pharmacopoeia, the usual common name should be msled.dbsence of a common name, the
exact scientific designation should be given. Substances not having an exact scientific designation
should be described by a statement on how and from what they were prepared. References to the
pharmacopoeial quality shiol not be included.

Where the medicinal product is a (traditional) herbal medicinal product, the qualitative declaration
should be in accordance with the existing quality guidelines on herbal medicinal products.

When the medicinal product is a radiophacmaical kit, the qualitative declaration should clearly

indicate that the radioisotope is not part of the kit.

Quantitative declaration

The quantity of the active substance should be expressed per dosage unit (for metered dose inhalation
products, per dizered dose and/or per metered dose), per unit volume, or per unit of weight and

should be related to the declaration of strength in section 1.

Quantity should be expressed in internationally recognised standard term which could be
complemented with anath term if more meaningful to healthcare professionals.

Salts and hydrates

Where the active substance is present in the form of a salt or hydrate, the quantitative composition

should be expressed in terms of the mass (or biological activity in Interalgiiorother) units where
appropriate) of the active moiety (base, acid
citrate)d or toremifene citrate equivalent to 60
Where a salt is formeid situ during the preparation of the finigheroduct (i.e. formed during the
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mixture of a solvent and powder), the quantity of the active moiety should be stated, with a reference
to thein situformation of the salt.

In the case of established active substances in medicinal products wherentith ke traditionally

been expressed in the form of a salt or hydrate, the quantitative composition may be declared in terms

of the salt or hydrate, e.g. 660 mg diltiazem hy

formedin situ.

Esters and po-drugs

If the active substance is an ester orgnag, the quantitative composition should be stated in terms of
the quantity of the ester or pdvug. When the active moiety is an active substance of an already
approved medicinal product, the quantitaticomposition should also be stated in terms of the
guantity of this active moiety (e.g. 75 mg of fosphenytoin is equivalent to 50 mg of phenytoin).

Oral powders for solution or suspension

The quantity of active substance should be stated per unit tildee product is a singldose
preparation or otherwise per unit dose volume after reconstitution; a reference to the molar
concentration may also be appropriate in some cases.

Parenterals excluding powders for reconstitution

For singledose parenteralsh er e t he total contents of the cont:
usebd) , the quantity of active substance(s) s hol

including any overages or overfill. The quantity per ml and the total labelledhe should also be
given.
Forsingedose parenterals, where the amount to be gi

weight or body surface or other variable (6parti

stated per ml. The qutty per total labelled volume should also be given. Overages or overfills
should not be included.

For multidose and large volume parenterals, the quantity of active substance(s) should be stated per
ml, per 100 ml, per 1000 ml, etc. as appropriate,gxce f or mul ti dose vaccines
the same dose. In this case, the strength should be expressed per dose volume. Overages or overfills
should not be included.

Where appropriate, e.g. for-bay contrast media, and parenterals containinggemuc salts, the
guantity of active substance(s) should also be indicated in millimoles.-Fay eontrast media with
iodine-containing actives substances, the quantity of iodine per ml should be stated in addition to the
guantity of the active substance.

Powders for reconstitution prior to parenteral administration

When the product is a powder to be reconstituted prior to administration, the total quantity of active
substance in the container should be stated not including overages or overfills,aastiejuantity

per ml when reconstituted, unless there are several means of reconstituting, or different quantities
used, which result in different final concentrations.

Concentrates

The quantity should be stated as the content per ml in the concemitlads the total content of the

active substance. The content per ml when diluted as recommended should also be included unless the
concentrate is to be diluted to within a range of different final concentrations.

Transdermal patches

\

(
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The following quantitive details should be given: the content of active substance(s) per patch, the
mean dose delivered per unit ti me, and the area
micrograms of estradiol in a patch size of 10 cm2, releasing a nadsimailcrograms of estradiol per

24 hours'.

Multidose solid or semsolid products
Quantity of active substance should be stated, where possible, per unit dose, otherwise per gram, per
100 g or percentage, as appropriate.

Biological medicinal products

Expression of strength.

The guantity of biological medicinal products should be expressed in terms of mass units, units of
biological activity, or International Units as appropriate for the particular product, and reflecting
European Pharmacopoeisgsage whereelevant. For pegylated proteins, the CHERideline on the
Description of Composition of Pegylated (Conjugated) Proteins in the Stmdd be referred to.

The biological origin of the active substance.

The origin of the active substance should be defimidly. Thus, the nature of any cellular system(s)
used for production and, if relevant, the use of recombinant DNA technology should be specified. The
entry should take the for m: Aproduced in XXX ¢
following areexamples of the application of this principle:

Aproduced in hemamcedilmloogi d ( MRC

fi pr od uEschdlichineolc el | s by recombinant DNA technol ogydc
Aproduceedmbnychcekl so,

Aiproduced from the plasma of human donor so,
Aiproducedn fumoimndédama

Aproduced from <animal >bl oodo,

Aiproduced from porcine pancreatic tissueo,
Aproduced from porcine intestinal mucosabo.

Special provisions for normal immunoglobulins.

In the case of normal immunoglobulins, the IgG subclass distribution shoulddakisteerms of

percent of total IgG present. The upper limit of the IgA content should follow.

Special provisions for vaccines.

In the case of vaccines, the content of active substance per dose unit (e.g. per 0.5 ml) should be stated.
Adjuvants, if presetp should be stated qualitatively and quantitatively.

Residues that are of special relevance (e.g. ovalbumin in egg derived vaccines) should be specified.
Additional specific guidance is available in CHMP guidelines on biotechnological medicinal products,
e.g. the CHMP Guideline on the Pharmaceutical Aspects of the Product Information for Human
Vaccines.

Herbal medicinal products
The quantitative declaration should be in accordance with the existing quality guidelines on herbal
medicinal products.

3 PHARMACEUTICAL FORM

The pharmaceutical form should be described by a full standard term of the European Pharmacopoeia
(see section 1) using the singular form. The term used in this section should be the same as the term
used in section 1. However, where a $istandard term of the European Pharmacopoeia is used on
small immediate packaging material, the short term should be added in brackets in this section.
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A visual description of the appearance of the product (colour, markings, etc.) should be given, in a

separate paragraph to the standard term, including information on the actual size of a solid oral
formulation, e.g.0rablet- White, circular flat bevelle@ dge t abl et s of 5 mm mar
s i direcase of tablets designed with a score line, inftiomashould be given on whether or not

reproducible dividing of the tablets has been showndig.scoreline is only to facilitate breaking for

ease of swallowing and not to divide into equal
Information on pH and osmolarity should be provided, as appropriate.

In case of products to be reconstituted before use, the appearance before reconstitution should be

stated in this section. Appearance of the product after reconstitution should be stattdris 46t

and 6.6.

4. CLINICAL PARTICULARS

4.1 Therapeutic indications

The indication(s) should be stated clearly and concisely and should define the target disease or
condition distinguishing between treatment (symptomatic, curative or modifying theiewmr

progression of the disease), prevention (primary or secondary) and diagnostic indication. When
appropriate it should define the target population especially when restrictions to the patient
populations apply.

Study endpoints should not normalle kincluded, unless such mention is specified as being
appropriate for the indication in CHMP Guidelines. The objective of a prevention indication may be
mentioned in general terms only. This should also be done for the target population.

Where results fromsubsequent studies provide further definition or information on an authorised
indication, such information, provided it does not itself constitute a new indication, may be considered
for inclusion in section 5.1.

Mandatory conditions of product usage novered more appropriately in other parts of the SmPC

may also be included when relevant, e.g. concomitant dietary measures, lifestyle changes, or other
therapy.

It should be stated in which age groups the product is indicated, specifying the age.ligits,e 6 X i s
indicated in <adults><neonates><infants><children> <adolescents> <aged x to y <years, months>>.
I f the productds indication depends on a particu
phenotype, this should be stated in the iation.

4.2 Posology and method of administration

In case of restricted medical prescription, this section should be started by specifying the conditions.
In case of specific safety need, any recommended restriction to a particular setting should also be
st at e dresfrieted tp hospital use orly @pprogriate resuscitation equipment should be

availab | e 0 ) .

Posology

The dosage should be clearly specified for each method/route of administration and for each
indication, as appropriate.

Where appropriatea reference to official recommendations should be made (e.g. for primary
vaccination and antibiotics as well as for booster dose).

Dose recommendations (e.g. mg, mg/kg, mg/m2) should be specified per dose interval for each
category where appropriate (sgfg age/weight/body surface area of subsets of the population as
appropriate). Frequency of dosing should be expressed using time units (e.g. once or twice daily or
every 6 hour) and, to avoid confusion, abbreviations e.g. OD or BID should not be used.

Where appropriate, the following points should be addressed:
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Athe maximum recommended single, daily and/or total dose,

Athe need for dose titration,

Athe normal duration of use and any restrictions on duration and, if relevant, the need for tapering
off, or advice on discontinuation,

Aadvice on action to be taken if one or more dose(s) is (are) missed, or e.g. in case of ythmiting
advice should be as specific as possible, taking into consideration the recommended

frequency of dosing and relevant phacukinetic data)

Aadvice on preventive measures to avoid certain adverse drug reactions (e.g. administration of
antiemetics) with croseeference to section 4.4,

Athe intake of the product in relation to drink and food intake, together with arefesmce to

section 4.5 in case of specific interaction e.g. with alcohol, grapefruit or milk,

Aadvice regarding repeat use, with any information on intervals to be observed betweendafourses
treatment, as appropriate,

Ainteractions requiring specific doséjustments with crosgference to other appropriatections of

the SmPC (e.g. 4.4, 4.5, 4.8, 5.1, 5.2), and

Ait may also be relevant to recommend not to prematurely discontinue a treatment inSyassfiof
nornserious adverse reaction(s) that aegfrent but transient or manageable with dosetitration.
Where relevant to the particular product, the
product is expressed in <invented name> units. These units are not interchangeable with tredunits us

f

(0

to express the potency of other <active substanc

Special populations

Dosage adjustments or other posology related information in specific patient groups should be stated
where necessary, in walkfined suksections ordered by imptance, e.g. regarding:

Aelderly population; it should be made clear whether or not any dosage adjustment is necessary in
any subsets of the elderly population, with creference to other sections providiimormation in
elderly, e.qg. 4.4, 4.5, 4.8 6.2.

Arenal impairment; the dose recommendation should relate as precisely as possible tofthe cut

values for biochemical markers of renal impairment in clinical studies and to the results of these
studies;

Anepatic impairment, specified accordirmthe patients included in studies, for instabca | ¢ o h o |
related cirrhosisd and the def i-Bughséom/grade af the d i
patients;

Apatients with a particular genotype; with crosgerence to other relevant sectdior furtherdetail

as appropriate;

A other relevant special population (e.g. patients with other concomitant disease or overweight
patients).

Advice relevant for dosage adjustment e.g. from monitoring of clinical symptoms and signs, and/or
laboratory inestigations, including blood concentrations of the medicinal product should be
mentioned when appropriate with cras$erence to other sections where appropriate.

Paediatric population

The specificsuls ect i on Opaedi atr i c pladedianditheinformétiongirem u | d
should cover all subsets of the paediatric population, using a combination of the possible situations
presented below as appropriate.

If the product is indicated in the paediatric population, posology recommendations lshgiven for

each of the relevant subsets. The age limits should reflect the bisiefissessment of the available
documentation for each subset.

If the posology is the same in adults and children, then a statement to this effect is sufficient; the

n

al
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posdogy does not need to be repeated.

Dose recommendations (e.g. mg, mg/kg, mg/m2) should be specified per dose interval for the
paediatric subsets where the product is indicated. Different subsets may require different dosing
information. If necessary, reconendations in preterm newborns should be presented taking into

account the more appropriate age e.g. gestational age or thegustual age.

Depending on the subset, the clinical data and available formulations, the dose will be expressed
accordingtow i ght or b ody chiden dgad®eyeassylaeng/kg baedywgight tiice a

dayo When appropriate, information on timing of i
daily life, e.g. school or sleep.

Where a product is indicated in chidairand no adequate paediatric formulation can be developed,

detailed instructions on how to obtain an extemporaneous preparation shall be included in section 6.6

with a crosgreference in section 4.2.

Doses and method of administration in the various ssiosay be presented in a tabulated format.

If there is no indication for the product in some or all subsets of the paediatric populafasolagy
recommendation can be made, but available information should be summarised usitigwireg

standard sttements (one or combination of several as appropriate):

A The <safety> <and> <efficacy> oofanyXothemelevanhi | dr er
subsets e.g. weight, pubertal age, gerddnas><have> not <yet> been established.

One of the follaing statements should be added

I <No data are availableor

i <Currently available data are described in section <4.8><5.1><5.2> lrecammendation on a

posology can be made >

A X should not be used i n a énydtherlevant sulgpetsie.gx t o y <
weight, pubertal age, gendebecause of <safety> <efficacy> concerr{@ncern(s) to be stated

with crossreference to sections detailing data (e.g. 4.8 or 5.1) >.

A There is no relevant us e ochildred agechx te y>hyears,pae di @
months>>or any other relevant subsets e.g. weight, pubertal age, gendethe indication(s)

<specify indication(s)>.

A X is contraindicated i n ocdnydthdrreievantaupsetsegx t o y <
weight,pubertal age, gender <i n t he i n dreferendeitoseactio®4:3).( cr os s

If there are more appropriate strength(s) and/or pharmaceutical form(s) for administration in some or

all subsets of the paediatric population (e.g. oral solution for infahis$etcan be mentioned in

section 4.2 of the SmPC of the less appropriate one(s).

E.g.. Other pharmaceutical forms/strengths may be more appropriate for administratitnsto

population.

Method of administration

Any special precautions related to the npaiation or administration of the product (e.g. cytotoxic
products) by healthcare professionals (including pregnant healthcare professionals), the patient or
carers should be mentioned here under a specifiechsating €Precaution to be taken before
manigpulating or administering the producj>with a crosgeference to section 6.6 (or 12).

The route of administration and concise relevant instruction for correct administration and use should
be given here. Information on instructions for preparation omgitation should be placed in section
6.6 6Speci al precautions for disposal of a used
(or in section 12 if appropriate) and cras$erenced here.

When supportive data are available, information onradtéve method(s) to facilitate administration

or acceptability should be given as explicitly as possible (e.g. possibility of crushing tablet, cutting
tablet or transdermal patch, pulverising tablet, opening capsules, mixing with food, dissolution in
drinks1 specifying if a proportion of the dose can be given) particularly for administration via feeding
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tubes.

Any specific recommendation for use related to the pharmaceutical form should be explained, e.g.:

-it he coated tabl et soi<badltade>hot be chewed because
-Ait h e -eoateéddaablét should not be crushed because coating prevents <pH sensitive
degradation><irritant effects> on the guto,

-it he coated tablet should not be broken because
(see 5.2)0.

For parenteral formulations, information on the rate or speed of injection or infusion should be
provided.

For parenteral formulationan children, especially newborns in whom quite often fluids have to be
restricted- it would be useful to ha information on maximal concentration that can be safely
administered (e.gnb more than X mg of Y/ml of solutihn

4.3 Contraindications

Situations where the medicinal product must not be given for safety reasons, i.e. contraindications, are
the subgct of this section. Such circumstances could include a particular clinical diagnosis,
concomitant diseases, demographic factors (e.g. gender, age) or predispositions (e.g. metabolic or
immunological factors, a particular genotype and prior adverse neattidshe medicine or class of
medicines). The situations should be unambiguously, comprehensively and clearly outlined.

Other medicines or classes of medicine, which must not be used concomitantly or consecutively
should be stated, based on either datrong theoretical reasons. If applicable a cressrence to

section 4.5 should be made.

In general, patient populations not studied in the clinical trial programme should be mentioned in
section 4.4 and not in this section unless a safety issue gaadieted (e.g. use of renally eliminated
substances with narrow therapeutic margin in renal failure patients). If, however, patients have been
excluded from studies due to a contraindication on grounds of safety, they should be mentioned in this
section.If applicable a crosseference to section 4.4 should be made.

Only if pregnancy or breastfeeding is contraindicated, should it be mentioned here. In section 4.6, a
crossreference should be made and further background information provided.

Hypersensitiviy to the active substance or to any of the excipients or residues from the manufacturing
process should be included, as well as any contraindication arising from the presence of certain
excipients (se&uideline on excipients in the label and package éeafl medicinal products for

Human Usg

For herbal medicinal products, hypersensitivity extended to other plants of the same family or to other
parts of the same plant should be labelled as a contraindication, where applicable.

Lack of data alone shoulatnlead to a contraindication. Where for safety reasons, the product should

be contraindicated in a specific population, e.g. paediatric or a subset of the paediatric population, it
should appear in this section with a crosference to the section gividgtailed information on the

safety issue. A contraindication in the paediatric population should be listed withouheaglibg.

4.4 Special warnings and precautions for use

The order of warnings and precautions should in principle be determinedibyptiveance of the

safety information provided.

The exact content of this section will be different for each product and the therapeutic conditions it is
intended to treat. It is however suggested that the following items should be included where elevant t
the specific product.

Information on a specific risk should be given in section 4.4 only when the risk leads to a precaution
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for use or when healthcare professionals have to be warned of this risk. Patient groups in which use of
the medicinal product isontraindicated should be mentioned in section 4.3 only and not to be
repeated here.

The following should be described:

AThe conditions, in which the use of the medicinal product could be acceptable, provicksm it
conditions for use are fulfilledn particular, specific risk minimisation measures

requested as part of a Risk Management Plan to ensure safe and effective use ditesdddasl in

this secton.fFor exampl e; ALiver function dréamnentald be mo

month y t hereafter o, fiPati ents s h osymhptbmsboédemedsion s e d
and/ or s ui cfiwdneeh of chidbearing potanfial shoulduse nt r acepti ono, ¢€)
ASpecial patient groups that are at increased risk or are the onlysgrogk of experiencingroduct

or product classelated adverse reactions (usually serious or common), e.g. eldéltyen, patients
with renal or hepatic impairment (including the degree of impairmentyéld. moderate or severe),
patients havingan anaesthesic or patients with cardiac fail{ineluding in this case the NYHA
Classification for example). Crossference to section 4.8 dhe differential effects in terms of
frequency and severity of the specified adverse reastionld be provids

ASerious adverse reactions to which healthcare professionals need to be alerted, the situations in
which these may occur and the action that may be required, e.g. emergency resuscitation.

Alf there are particular risks associated with starting theiaimad product (e.g. first dose effects)

or stopping it (e.g. rebound, withdrawal effects), these should be mentioned in this $egttmer
with the action required for prevention.

AAny measures which can be taken to identify patients at risk andrpréhe occurrence, aetect
early the onset or worsening of noxious conditions. If there is a need for awaresgsgptwims or
signs representing early warning of a serious adverse reaction, a statemenbsiatiicdded.

A Any need for specific clin@ or laboratory monitoring should be stated. Recommendation for
monitoring should address why, when and how the monitoring should be conducted in clinical
practice. If dose reduction or other posology is recommended in such circumstarmeditions, tis
should be included in section 4.2 and cnedfsrenced here.

AAny warnings necessary for excipients or residues from the manufacturing process.

AFor herbal preparations containing alcohol, information about the ethanol contentedfuénal
productshould be included in accordance with the Guideline on excipients lalibeand package
leaflet of medicinal products for human use.

AAny warnings necessary with respect to transmissible agents (e.g. Warning of Transvigsitide

in SmPCs and PackagLeaflets for PlasmBerived Medicinal Product{CPMP/BPWG/BWP/
561/03).

ASubjects or patients with a specific genotype or phenotype might either not respond to the
treatment or be at risk of a pronounced pharmacodynamic effect or adverse reactiomayresse
because of nefunctioning enzyme alleles, alternative metabolic pathways (governespdyific
alleles), or transporter deficiencies. Such situations should be clearly desckibewrif.

AAny particular risk associated with an incorrect roafeadministration (e.g. necrosis risk with
extravasation of intravenous formulation, or neurological consequences of intravenaustasse of
intramuscular use), should be presented, with advice on management if possible.

In exceptional cases, espegyathportant safety information may be included in bold type within a
box.

Any adverse reactions described in this section or known to result from conditions mentioned here
should also be included in section 4.8.

Specific interference with laboratory testsould be mentioned when appropriate, e.g. Coombs test

t

and Betd act ams. They should be c¢l| earlhtgrference evitht i f i ed

serological testing .
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In general, descriptions of warnings and precautions regarding pregnancy andelediagt ability to

drive and use machines, and other aspects of interactions should be dealt with in sections 4.6, 4.7 and
4.5, respectively. However in specific cases of major clinical importance it might be more appropriate
to describe specific precantiary measures in this section, e.g. contraception measures, or when
concomitant use of another medicine is not recommended, and with cross reference to section 4.5, 4.6,
ord.7.

Paediatric population

When the product is indicated in one or more subsethefpaediatric population and there are
warnings and precautions for use that are specific to the paediatric population or any subset of the
paediatric population, they should be identified under this subheading. Any necessary warning or
precaution in reltion to longterm safety (e.g. on growth, netlvehavioural development or sexual
maturation) or specific monitoring (e.g. growth) in the paediatric population should be described.
When longterm safety data are necessary but not yet available, it shesigted in this section.

Warnings should be included in case of possible significantorflloagst i ng i mpact on chi
activities, such as learning ability or physical activities, or in case of impact on appetite or sleep
pattern.

If measures & requested that are specific to the paediatric population for which the product is
indicated (e.g. as part of a Risk Management Plan), these measures should be described in this section.

4.5 Interaction with other medicinal products and other forms of ineraction

This section should provide information on the potential for clinically relevant interactions based on
the pharmacodynamic properties amdivo pharmacokinetic studies of the medicinal product, with a
particular emphasis on the interactionsjchitresult in a recommendation regarding the use of this
medicinal product. This includes vivo interaction results which are important for extrapolating an
effect on a marker (6probed) substance tom ot her
property as the marker.

Interactions affecting the use of this medicinal product should be given first, followed by those
interactions resulting in clinically relevant changes on the use of others.

Interactions referred to in other sections of the SniR@Ig be described here and crosterenced

from other sections.

The order of presentation should be contraindicated combinations, those where concomitant use is not
recommended, followed by others.

The following information should be given for each dailly relevant interaction:

a. Recommendations: these might be

Acontraindications of concomitant use (crosger to section 4.3),

Aconcomitant use not recommended (ci@ger to section 4.4), and

Aprecautions including dose adjustment (cnagsr tosections 4.2 or 4.4, as appropriate),

mentioning specific situations where these may be required.

b. Any clinical manifestations and effects on plasma levels and AUC of parent compoautiveor
metabolites and/or on laboratory parameters.

c. Mechanism,fiknown. For example, interaction due to inhibition or induction of cytochred&0

should be presented as such in this section, with a-mefm®nce to 5.2 wher@ vitro results on
inhibition or induction potential should be summarised.

Interactions nostudiedin vivo but predicted fronin vitro studies or deducible from other situations or
studies should be described if they result in a change in the use of the medicinal product,
crossreferrindo sections 4.2 or 4.4,

This section should mention theurdtion of interaction when a medicinal product with clinically
important interaction (e.g., enzyme inhibitor or inducer) is discontinued. Adjustment of dosing may be
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required as a result. The implication for the need for a washout period when usingnezedici
consecutively should also be mentioned.

Information on other relevant interactions such as with herbal medicinal products, food, alcohol,
smoking, or pharmacologically active substances not used for medical purpose, should also be given.
With regard topharmacodynamic effects where there is a possibility of a clinically relevant
potentiation or a harmful additive effect, this should be stated.

In vivoresults demonstrating an absence of interaction should only be mentioned here if this is of
major impotance to the prescriber (e.g. in therapeutic area where potentially problematic interactions
have been identified such as with ametiroviral medicines).

If no interaction studies have been performed, this should be clearly stated.

Additional information on special populations

If there are patient groups in which the impact of an interaction is more severe, or the magnitude of an
interaction is expected to be larger e.g., patients with decreased renal function (in case the parallel
pathway is renal exclien), paediatric patients, elderly etc, this information should be given here.

If interactions with other medicinal products depend on polymorphisms of metabolising enzymes or
certain genotypes, this should be stated.

Paediatric population

Information speific to a subset of the paediatric population should be given here if there is an
indication for the particular age group.

The resulting exposure and clinical consequences of a pharmacokinetic interaction can differ between
adults and children, or betweslder and younger children. Therefore;

AAny identified treatment recommendations should be given in relation to concomitant use in the
paediatric subset(s) (e.g. dose adjustment, emtraitoring of clinical effect marker/adverseactions,
therapeutic dig monitoring),

Alf the interaction studies have been perfor med
only been performed in adults6 should be include
Alf the extent of an interaction is known to be similar in a paediatric age grouat tm thdults this

should be stated.

Alf this is not known, this should also be stated.

The same applies to pharmacodynamic drug interactions.

In cases of food interaction leading to a recommendation -@aicinistration with a meal or specific

food, it $ould be specified whether this is relevant for paediatric use (especially newborns and
infants) whose diet is different (100 % milk in newborns).

Overall, section 4.5 should be presented in the simplest possible way to highlight the interactions
resultingin a practical recommendation regarding the use of the medicinal product. Presentation in a
tabulated format may help where interactions are numerous and various, such as witfal anti
products.

4.6 Fertility, pregnancy and lactation

General principles

Efforts should be made by the Marketing Authorisation Applicant or Holder to provide the reasons for
the recommendations for use in pregnant or lactating women and in women of childbearing potential.
This information is important for the healthcare pssfenals informing the patient.

In the overall assessment, all available knowledge should be taken into account, including clinical
studies and posharketing surveillance, pharmacological activity, results from-aiimical studies,

and knowledge about ngpounds within the same class.
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Efforts should be made to update the recommendations for use during pregnancy and lactation on the
basis of increasing human experience in exposed pregnancies which eventually supersede the animal
data.

In case of contraindation, this should be included in section 4.3.

The following should be mentioned:

Women of childbearing potential / Contraception in males and females

Recommendations on the use of the medicinal product in women of childbearing potential should be
givenwhen appropriate including the need for pregnancy test or contraceptive measures. Where an
effective contraception is required for patients or partners of patients during treatment or for a defined
period before starting or after ending treatment, thematé should be included in this section. If
contraceptive measures are recommended, there should also bereferesge to section 4.5 (and
possibly 4.4) in case of interaction with oral contraceptives.

Pregnancy

In general, clinical and nedlinical data should be followed by recommendations.

With respect to nowlinical data,

Aonly conclusions of the reproductive toxicity studies should be included in this section. Further
details should be provided in section 5.3.

With respect to clinical data,

Athe section should include comprehensive information on relevant adverse events reported in the
embryo, the fetus, neonates and pregnant women, when appropriate. The frequencewrgsdffior
example the frequency of birth defects) should be speciffeshwavailable.

Athe section should specify the extent of the human experience if no adverse events have been
reported in pregnancy.

With respect to the recommendations:

a) Recommendations on the use of the medicinal product during the different peded&atbn,

including the reason(s) for these recommendations, should be given.

b) Recommendations for the management of exposure during pregnancy when appropriate (including
relevant specific monitoring such as fetal ultrasound, specific biologicahicatlsurveillance of

the fetus or the neonate) should be given.

Crossreferences can be included in sections 4.3, 4.4 and 4.8, as appropriate.

Examples of wording for this section are annexed to the CHMP/SWP guideline on reproduction and
lactation.

Breadfeeding

If available, clinical data should be mentioned (exposed breastfed infants) as the conclusions of kinetic
studies (plasma concentrations in breastfed infants, transfer of the active substance and/or its
metabolite(s) into bneadvarse readtidnkirénursing heoriates shoald beo n
included if available.

Conclusions from nowlinical studies on the transfer of the active substance and/or its metabolite(s)

into milk should be given only if no human data are available.

Recommendationshould be given to stop or continue breastfeeding and/or to stop or continue the
treatment in cases where treatment or breastfeeding discontinuation is recommended, and the reason
should be provided.

Examples of wordings for this section are annexedddHMP/SWP guideline on reproduction and
lactation.
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Fertility

The main information on the possible effects of the medicinal product on male and female fertility
should be included in section 4.6.

This section should include:

a) Clinical data if available.

b) Relevant conclusions from nonclinical toxicity studies, if available. Further details should be
included in section 5.3.

¢) Recommendations for the use of the medicinal product when pregnancy is planned but fertility
might be affected by treatment.

Crossreferences could be included in section 4.3, if appropriate.

If there are no fertility data at all, then this should be clearly stated.

4.7 Effects on ability to drive and use machines

On the basis of the pharmacodynamic and pharmacokinetic profiteted adverse reactions and/or
specific studies in a relevant target population addressing the performance related to driving and road
safety or using machines, specify whether the medicinal product has a) no or negligible influence b)
minor influence, cyoderate influence or d) major influence on these abilities. Other important factors
that affect the ability to drive and use machines should be considered if known, e.g. duration of the
impairing effect and the development of tolerance or adverse mesetith continued use.

For situations ¢ and d, special warnings/precautions for use should be mentioned here (and also in
section 4.4 for situation d).

4.8 Undesirable effects

This section should include all adverse reactions from clinical trialsaosirisation safety studies

and spontaneous reporting for which, after thorough assessment, a causal relationship between the
medicinal product and the adverse event is at least a reasonable possibility, based for example, on their
comparative incidence iglinical trials, or on findings from epidemiological studies and/or on an

evaluation of causality from individual case reports. Adverse events, without at least a suspected

causal relationship, should not be listed in the SmPC.

The content of this secti@hould be justified in the Clinical Overview of the marketing authorisation
application based upon a bestidence assessment of all observed adverse events and all facts relevant

to the assessment of causality, severity and frequency. This sectionshoetgilarly reviewed and,

if necessary, updated with the aim to ensure appropriate information to health care professionals on the
safety profile of the product. In addition, the whole section could be revised at the renewal of the

marketing authorisatigrwhere the safety profile of most products is likely to be well established, and
thereafter at each of the thrgearly PSUR.

It is important that the whole section is worded in concise and specific language and does not include
information such as claimegarding the absence of specific adverse reactions, comparative frequency
statements other than as described below, or st a
tol eratedo, fadver se reacti ons adf@ cansalassaidtibony r ar e
should not be included.

In order to provide clear and readily accessible information, section 4.8 should be structured according
to the following recommendations:

a. Summary of the safety profile

b. Tabulated summary of adversactons

c. Description of selected adverse reactions

d. <Paediatric population>

e. <Other special population(s)>
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a. Summary of the safety profile

The summary of the safety profile should provide information about the most serious and/or most
frequently ocurring adverse reactions.

If known, it may be helpful to indicate the timing when adverse reactions occur. For example, in order
to prevent early discontinuation of a treatment, it may be important to inform abosenouns
adverse reactions that areeduent in the beginning of the treatment but may disappear with its
continuation. Another example would be to inform about adverse reaction associated wiénrong

use. Frequencies of cited adverse reactions should be stated as accurately as pissibiemEny of

the safety profile should be consistent with the important identified risks mentioned in the Safety
Specification of the Risk Management Plan. The information should be consistent with the Table of
Adverse Reactions (see section b). Giredsrence should be made to section 4.4 if relevant risk
minimisation measures have been proposed in that section.

An example of an acceptable statement is given below:

6At the beginning of the treatment, emaygeastric p
these reactions usually disappear within a few days even if treatneamitisued The most commonly
reported adverse reactions during treatment are dizzinmsd headache, both occurring in
approximately 6% of patients. Serious acute livgury and agranulocytosis may occur rarely (less
than 1 case per 1,000 patients)©b

b. Tabulated list of adverse reactions

A single table (or structured listing) should list all adverse reactions with their respective frequency
category. In some cases famemon or very common reactions, and when it is necessary for the

clarity of the information, frequency figures may be presented in the table.

Separate tables are acceptable in exceptional cases where the adverse reaction profiles markedly differ
dependingn the use of the product. For example, it might be the case for a product used for different
indications (e.g. an oncology and a ramcology indication) or at different posologies.

The table should be introduced with a short paragraph stating the ebthieesafety database (e.g.

from clinical trials, posawthorisation safety studies or spontaneous reporting).

The table should be presented according to the MedDRA system organ classification. The system

organ class (SOC) should be presented in the sia®vn in the annex. Adverse reactions descriptions

should be based on the most suitable representation within the MedDRA terminology. This will
usually be at the Preferred Term (PT) Level, although there may be instances where the use of Lowest
Term Levelor exceptionally group terms, such as High Level Terms may be appropriate. As a general

rule, any adverse reactions should be assigned to the most relevant SOC related to the target organ.

For e x a mipverefynctidd Test @bnormal s houl d be b sHepgt@uldryo

disorder® r at her t h #nwestigatoonét. h eWi $@C no6 each system or ga
reactions should be ranked under headings of frequency, most frequent reactions first. Within each
frequency grouping, adverse reanschould be presented in the order of decreasing seriousness. The
names used to describe each of the frequency groupings should follow standard terms established in

each official language using the followingeoe nt i on: Very common (01/10) ;
<1/10); wuncommon (01/1,000 to <1/100); rare (0O01/
In exceptional cases, if a frequency cannot be estimated from the available data, an additional category
freqguremtcyknbownd may be udsied.e glure ncayssaisett, thek neoxvmroe s s
following text should be added in the list of terms explaining the frequency categiories:t k n o wn
(cannot be esti mat e.dlhefexpessions lsdateidiglie @dsds/eepoitseshodlh t a ) o
not be used.

Where additional details about an adverse reaction are described in section c), the reaction concerned
should be highlighted, for example with an aster
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footnote.
Guidance on how to estimate the frequency of an adverse reaction is provided at the end of this
chapter of the guideline.

c. Description of selected adverse reactions

This section should include information characterising specific adverse reaction whidfe raagful

to prevent, assess or manage the occurrence of an adverse reaction in clinical practice.

This section should include information characterising individual serious and/or frequently occurring
adverse reactions, or those where there have beemisrepparticularly severe cases. The information
should provide frequency and may describe for example reversibility, time of onset, severity, duration,
mechanism of the reaction (if of clinical relevance), dose relationship, relationship with duration of
exposure or risk factors. Measures to be taken to avoid specific adverse reactions or actions to be taken
if specific reactions occur should be mentioned under section 4.4 andeferesnced here.

Information on the occurrence of withdrawal reactiony tm@mentioned here with cressference to

section 4.2 in case of need for tapering off or advice on discontinuation of the product.

Mention should be made here of any differences between different dosage forms in respect of adverse
reactions.

In the cas®f combination products, information should be included in thisssahion pointing out

which particular adverse reactions are usually attributable to which active substance of the
combination, where known.

Any adverse reactions resulting directly fronm @nteraction should be mentioned here and
crossreferenced

to section 4.5.

This section should also inform on adverse reactions with very low frequency or with delayed onset of
symptoms which may not have been observed in relation to the product, bubvwehadnsidered to

be related to the same therapeutic, chemical or pharmacological class. The fact that this is a class
attribution should be mentioned.

Any adverse reaction specific to excipients or residues from the manufacturing process should be
included.

d. <Paediatric population>

A paediatric suksection should always be included (unless irrelevant).

The extent and age characteristics of the safety database in children should be described (e.g. from

clinical trials or pharmacovigilance data). Uncentig@s due to limited experience should be stated.

I f the observed safety profile is similar in chi
type and severity of adverse reactions in childr
Similarly, it is appropriate to state whether the safety profiles in the different paediatric subsets are

similar or not.

Any clinically relevant differences (i.e. in nature, frequency, seriousness or reversibility of adverse
reactions) between the safety pledi in adult and paediatric populations, or in any relevant age
groups, should be described and presented by age group. If there is a need for specific monitoring, this
should be highlighted by croseferencing to section 4.4. For clinically relevantefifinces, a separate

table listing such adverse reactions by frequency can be added and presented by relevant age groups if
appropriate. I f some paediatric adverse reaction
common (O1/ 10) , uldbe provided & pareatheses. éncase di major difference with

the safety profile in adults, a summary of the safety profile in children could be presented to facilitate

the presentation of the information. Available information, from any source sicialhifralidated, on
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long-term safety in children (e.g. on growth, mental development and sexual maturation) should also
be summarised, whether positive or negative, with erefesence to section 5.1 if appropriate. Any

risk factors such as duration oéatment or period at risk should be specified.

If relevant, symptoms of neonatal withdrawal should be listed in a separate paragraph with cross
reference with 4.6.

e. <Other special populations>

This section may include information on any clinically velet differences (i.e. in nature, frequency,
seriousness or reversibility of adverse reactions, or need for monitoring) specifically observed in other
special populations such as elderly, patients with renal impairment, patients with hepatic impairment,
patients with other diseases or a specific genotype. €efesence to other sections such as 4.3, 4.4 or
4.5 may be added as appropriate.

Adverse reactions may also be related to genetically determined product metabolism. Subjects or
patients deficient irthe specific enzyme may experience a different rate or severity of adverse
reactions. This should be mentioned and where relevant correlated with data from clinical trials.

Further guidance on the estimation of frequency of adverse reactions

The estimatia of the frequency of an adverse reaction depends on the data source (i.e. clinical trial,
postauthorisation safety study or spontaneous reporting), the quality of data collection and causality
evaluation. If the choice of the frequency category is basedlifferent sources, the category
representing the highest frequency should be chosen unless a more specific method has been applied
and thus resulted in an estimate of clearly higher validity, e.g. a pooled analysis across suitable studies.
Sources of da should use population exposed to the doses and treatment duration as recommended in
the SmPC.

Reactions that are reported under different terms but represent the same phenomenon (e.g., sedation,
somnolence, drowsiness) should ordinarily be groupedhegas a single adverse reaction to avoid
diluting or obscuring the true effect. Similarly, reactions that represent a syndrome complex should
ordinarily be grouped together under an appropriate heading to avoid obscuring the full range of
respective sympms.

Adverse reactions from clinical trials

Safety data from several studies should be pooled to increase the precision of adverse reaction rates as
appropriate without introducing bias (e.g. major difference in population characteristics or exposure to
the product).

The frequency of adverse reactions should be derived from pooled plzmaballed studies if these

data are available and the databases are sufficiently large to be informative. If these data are
unavailable or not sufficiently informativegtaze-controlled data or possibly singé&m or adebn

trials databases could be used to estimate frequencies.

Frequency should represent crude incidence rates (and not differences or relative risks calculated
against placebo or other comparator).

When a ommon, very common or serious adverse reaction (e.g. suicide) also occurs in the placebo
group with a relevant frequency, both incidence rates can be stated to put the risk into perspective (e.g.
in subsection c).

Adverse reactions from safety studies

Thechoice of the frequency category to which any adverse reaction will be assigned is based on the
point estimate of the crude incidence rate derived from a study designed in such a way that specific
adverse events occurring in patients within a defined eaten period would have been detected and
reasonably attributed to the medicinal product. In this situation, it is possible to calculate a point
estimate of the crude incidence rate using standard statistical methods. In cases where the original
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information is expressed as an incidence density (denominator expressed astipersoan
appropriate transformation into an incidence proportion should be performed for choosing the
frequency category. Normally, incidence proportions for the most represerbgtiveure period (e.g.

1 week, 3 months, 1 year) should be used to derive the frequency category. However, this may not be
appropriate if the hazard function increases over time; in this case, the adverse reaction and its
frequency pattern, when clinicaliglevant, should be properly described in section c).

The frequency category to be chosen for each adverse reaction should not be based on differences
calculated against a comparator. However, when data are derived from a study witxposed

group andthe rate difference attributed to the medicinal product is smaller than the baseline or
background incidence rate, and if the adverse reaction is considered important, the background
incidence may be provided (e.g. in section c).

Adverse reactions from gptaneous reporting

The number of spontaneous reports should not be stated because the number can quickly become
outdated. Frequencies based on reporting rates from a spontaneous reporting system should not be
used to assign frequency category. In caseamfunexpected adverse reaction detected from
spontaneous reporting, each adequately designed study where this adverse reaction could have been
detected should be reviewed to choose a frequency category. If the adverse reaction has never been
observed in éhical trials, then the upper limit of the 95% confidence interval is not higher than 3/X,
with X representing the total sample size summed up across all relevant clinical trials and studies (e.g.
those with a followup long enough to detect the adversection). For example, if a particuladverse
reaction has not been observed among 3600 subjects exposed to the product in clinieaddtrials
studies, then the upper limit of the 95% confidence interval for the point estimate is 1/1200 or less

and the frquency category should be "rare", based on worst value of the point estimate. The rationale
for the frequency category for that particular reaction could be explained-gestibn c).

4.9 Overdose

Describe acute symptoms and signs and potential seqfaldferent dose levels of the medicinal

product based on all available information including accidental intake, mistakes and suicide attempts
by patients.

Taking into account all relevant evidence, describe management of overdose in man, e.g.rinaelatio
monitoring or use of specific agonists/antagonists, antidotes or methods to increase elimination of the
medicinal product such as dialysis. However, there should not be any dosage recommendation of other
medicinal products (e.g. antidotes) as it cauriehte conflict with the SmPCs of those other products.

If applicable, counteractive measures based on genetic factors should be described.

Additional information on special populations
Information specifically observed in special populations such aserlgldpatients with renal
impairment, patients with hepatic impairment, other concomitant diseases etc.

Paediatric population

If there are specific paediatric considerations, there should be-a subt i on enti tl ed
popul ationd.

Special mentionshould be made of those medicinal products/strength of formulation for which
ingestion of only one dose unit by children can cause fatal poisoning.

5. PHARMACOLOGICAL PROPERTIES

Sections 5.1 5.3 should normally mention information, which is relevarth®prescriber and to
other healtkcare professionalsaking into account the approved therapeutic indication(s) and the



Page| 117

potential adverse drug reactions. Statements should be brief and precise.
The sections should be updated regularly when new infasmbtcomes available, especially in
relation to the paediatric population.

5.1 Pharmacodynamic properties

Describe:

APharmacotherapeutic group and ATC code:

Inclusion of the therapeutic subgroup (2nd level of WHO classification) with"ttfpt&rmacoloigal
subgroup) or 4th (chemical subgroup) level is recommended.

If an ATC code is not yet available, this shoul d
In case of medicinal product authorised as similar biological medicinal product, the following
statement Wi be included:

<< (Invented) Name> is a biosimilar medicinal product. Detailed information is available on the
European Medicines Agency website; www.emea.europa.eu>

AMechanism of action (if known)

APharmacodynamic effects.

AClinical efficacy and safgt

It may be appropriate to provide limited information, relevant to the prescriber, such as the main
results (statistically compelling and clinically relevant) regardingspecified end points or clinical
outcomes in the major trials, and giving the maharacteristics of the patient population. Such
information on clinical trials should be concise, clear, relevant and balanced, and should summarise
evidence from relevant studies supporting the indication. The magnitude of effects should be described
using absolute figures. (Relative risks or odd ratio should not be presented without absolute figures).
In the exceptional cases when clinically relevant information from subgroup ehgmoanalyses is
presented, it should be identified as such in a bathmamner reflecting the limited robustness of

both positive and negative secondary observations.

Any relevant pharmacogenetic information from clinical studies may be mentioned here. This should
include any data showing a difference in benefit or risk cidipg on a particular genotype or
phenotype.

Paediatric population

The results of all pharmacodynamic (clinically relevant) or efficacy studies conducted in children
should be presented under this-$igading.

Information should be updated when new retgvwaformation becomes available.

Results should be presented by age or relevant subsets.

When there are data available, but there is no authorised paediatric indication, data should be
presented and a creesference should always be made to section 4,2as appropriate to 4.5
presenting results of studies, particular attention should be given to include the relevant safety data.
For exploratory studies, the results of the main endpoints should be given with the main characteristics
of the populatiorstudied and the doses used.

When they are available, information and results of confirmatory studies should usually supersede and
replace those of exploratory studies. For confirmatory studies, the objectives, the study duration, the
doses used (and thermulation used if different from the marketed one), the main characteristics of

the patient population studied (including age and numbers of patient), and the main results regarding
pre-specified endpoints should be provided, whether positive or negéftidata are considered
inconclusive, this should be stated.

The objective and the main results or the conclusion of any specific clinical safety study should also

be given.

[If the EMEA has waived or deferred a paediatric development, the informatiolddiegiven as
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follows:]

-For waivers applying to all subsets:

ifiThe European Medicines Agency has waived the ob
<name of the product> in all subsets of the paediatric population in <condition as per PIP decisio

in the granted indication>. See 4.2 for informat
- For deferrals applying to at least one subset:

iThe European Medicines Agency has deferred the
<name of the product> in one or n®sBubsets of the paediatric population in <condition, as per PIP

decision in the granted indication>. See 4.2 for information on paediatric use.

[ For products approved under o6conditional approv
following statemet:]
<This medicinal product has been authorised undercaad | ed O6condi ti onal appro

means that further evidence on this medicinal product is awaited. The European Medicines Agency

(EMEA) will review new information on the product evergay and this SmPC will be updated as

necessary.>

[ For products approved under O6exceptional <circun
<This medicinal product has been authorised unde
<due to the rarity fothe disease> <for scientific reasons> <for ethical reasons> it has not been possible

to obtain complete information on this medicinal product. The {name of Agency} will review any new
information which may become available every year and this SmPCenilbtdated as necessary.>

5.2 Pharmacokinetic properties

Pharmacokinetic properties of the active substance(s) relevant for the advised dose, strength and the
pharmaceutical formulation marketed should be given in this section. If these are not avagalite,
obtained with other administration routes, other pharmaceutical forms or doses can be given as
alternative.

Basic primary pharmacokinetic parameters, for instance bioavailability, clearance alife hetibuld

be given as mean values with a measaf variability.

Pharmacokinetics items, which could be included in this section when relevant, are given below.
a. General introduction, information about whether the medicinal product istayg@r whether

there are active metabolites, chiralityludmlity, information on the population in which general
pharmacokinetic data were obtained, etc.

b. General characteristics of the active substance(s) after administration of the medicinal product
formulation to be marketed.

AAbsorption: complete or incoplete absorption; absolute and/or relative bioavailabifitgt pass
effect; Tmax; the influence of food; in case of locally applied medicinal prothectsystemic
bioavailability; involvement of transport proteins. If available, informatarthe siteof absorption in
the gastrantestinal tract should be stated (as it maynyeortant for administration by enteral feeding
tubes).

ADistribution: plasma protein binding; apparent volume of distribution per kilogram baght
(I/kg); tissue and/or plasa concentrations; pronounced muaiimpartmenbehaviour; involvement of
transport proteins.

A Biotransformation: degree of metabolism; which metabolites; activity of metaboldes
contribution to effect and toxicity; enzymes involved in metabolisre; dimetabolism; results from
in vitro interaction studies that indicate whether the rm@mpound can induce/inhibit metabolic
enzymes.

AElimination: elimination halflives, total clearance; inter and/or insabject variabilityin total
clearance; exct®n routes of the unchanged substance and the metabalilesing the relative
portion of the hepatic and renal eliminated fraction, involvemetraagport proteins.
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ALinearity/non -linearity: linearity/nonlinearity of the pharmacokinetics of the iget

substance with respect to dose and/or time; if the pharmacokinetics are nonlingaspétit to dose
and/or time, the underlying reason for the 4iararity should beresented.

Additional relevant information should be included here.

c. Charactertics in specific groups of subjects or patients

A variations with respect to factors such as age, weight, gender, smoking si@luaprphic
metabolism and concomitant pathological situations such as renal fhilyratic disease, including
degree of impirment. If the influence on pharmacokineticcansidered to be clinically relevant, it
should be described here in quantitative tefensssreference to section 4.2 when applicable).

d. Pharmacokinetic/pharmacodynamic relationship(s)

ARelationship bateen dose/concentration/pharmacokinetic parameter and effect {rithendpoint,
validated surrogate endpoint or side effect).

AThe population studied should be described.

Paediatric population

Results of pharmacokinetic studies in the different @agdiage groups should be summarised, with a
comparison to adults if available. If appropriate, the dose producing similar product exposure as in
adults could be given. The pharmaceutical form(s) used for pharmacokinetic studies in children should
be sta¢d. Uncertainties due to limited experience should be stated.

5.3 Preclinical safety data

Information should be given on any findings in the4gbnical testing which could be of relevance for
the prescriber, in recognising the safety profile of the omedl product used for the authorised
indication(s), and which is not already included in other relevant sections of the SmPC.

If the results of the noalinical studies do not add to the information needed by the prescriber, then
the results (either posite or negative) need not be repeated in the SmPC.

The findings of the nowlinical testing should be described in brief with gqualitative statements as
outlined in the following example:

ANon-clinical data reveal no special hazard for humans based oremtional studies of safety
pharmacology, repeated dose toxicity, genotoxicity, carcinogenic potential and toxicity to
reproduction and development.

AEffects in nokclinical studies were observed only at exposures considered sufficiently in ekcess
the maximum human exposure indicating little relevance to clinical use.

AAdverse reactions not observed in clinical studies, but seen in animals at exposure levelgsimilar
clinical exposure levels and with possible relevance to clinical use were as follows.

Findings of norclinical studies relevant for use in the paediatric population, including juvenile
animals and perior post natal studies, should be presented with a discussion of their clinical
relevance, under a sdifeading if necessary.

<Environmentd Risk Assessment (ERA)>

Where relevant, conclusions on the environmental risk assessment of the product should be included,
with reference to section 6.6.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

A list should be given of the excipients, espsed qualitatively only. All excipients, which are present

in the product, should be included, even those present in small amounts, such as printing inks. Further
details on the excipients to be declared may be found in the section on definitions apl@exathe
Guideline on the Excipients in the Label and Package Leaflet of Medicinal Products for Human Use
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For transdermal patches, all ingredients of the patch (including the adhesive, release liner and backing
film) should be mentioned.

The active sustance itself, residues of substances used during manufacture of the finished product

(for example, solvents, heagace gases or antibiotics in vaccine manufacture), lubricants for prefilled
syringes and constituents of capsule shells for inhalation pev intended to be takehould not

be included.

However, certain residues such as residues of antibiotic or other antimicrobial agents used in
production that are known allergens with a potential for inducing undesirable effects should be
mentioned irsection 4.3 or 4.4 as appropriate.

Excipients should be referred to by their recommended INN if existing, accompanied by the salt or
hydrate form if relevant or by their European Pharmacopoeia name. If an excipient has neither an INN
nor European Pharmacogia name, it should be described by its usual common name. References to
the pharmacopoeial quality should not be included. E numbers should be given along with the
common name of the excipient where they exist and when necessary for proper use, dlge when
excipient is listed in the Guideline on the excipients in the label and package leaflet of medicinal
products for human use (as having recognised action or effect).

The ingredients in excipient mixtures should be listed individually. In cases wherdulth
composition of a flavour or fragrance is not known to the applicant or is too complex, it may be
declared in general terms (e.g. O6orange flavourd
which are known to have a recognised action oceffdould be included.

Ingredients that may or may not be added for the pH adjustment should be followed by the parenthesis
6(foadjpHst ment ) 6

I nvented names or general descriptive names such
commonname of an ingredient or of a mixture of ingredients but may be used in conjunction with the
name(s) of the ingredient(s), so long as it is clear which ingredients are described by the name.
Chemically modified excipients should be declared in such a wap @void confusion with the

unmodi fied excipients, e.g. O6pregelatinised star
In the case of a product containing a covert marker for the purpose of tracking, tracing and
aut henticati on, a gener al t er m s uadhin tleeslist faut hen

excipients instead of the name of the excipient, unless the excipient is one that is known to have a
recognised action or effect.

For clarity, it is recommended that each excipient be listed on a separate line. It can be useful to list
exdpients according to the different parts of the product, e.g. tablet core/coat, capsule contents/shells,
etc. For products that are presented in more than one container or-amdodder containers, the

excipients should be listed per container or pemti&.

Abbreviations for excipients should not be used. However, where justified for space considerations,
abbreviations for excipient names may appear on the labelling, on condition that these abbreviations
are designated in section 6.1.

6.2 Incompatibilities

Information on physical and chemical incompatibilities of the medicinal product with other products

with which it is likely to be mixed or ecadministered should be stated. This is particularly important

for medicinal products to be reconstituted andfiluted before parenteral administration. Significant
interaction problems, e.g. sorption of products or product components to syringes, large volume
parenteral containers, tubing;line filters, administration sets, etc. should be stated.

Statementsoncerning compatibility of the product with other medicinal products or devices should

not be included in this section but in section 6.6. Statements concerning pharmacological and
chemical/physical incompatibilities with food should be included in sedtib. If appropriate, the
standard statement, ONot applicablebé, should be
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For certain pharmaceutical forms, e.g. parenterals, either of the following standard statements should
be included as appropriate:
A6l n the absence eg fthis meditipahgraduzti nhust tngt besnixedd with other

A

medi ci nal products. 0

AbThis medicinal product mu st not be memtokeelth wi t h
section 6.6.0
6.3 Shelf life

The shelf life should be given for the medicinebguct as packaged for sale and, if appropriate, after
dilution or reconstitution or after first opening.

A clear statement of the shelf life should be given, in an appropriate unit of time.

For statements to be included regardingise shelf lives of stide products, consult thdlote for
Guidance on maximum shelf life for sterile products for human use after first opening or following
reconstitution An in-use shelf life may need to be stated for other medicinal products if development
studies have founid to be necessary.

Additionally, if different concentrations need to be prepared, e.g. for use in children, the
physicochemical stability throughout the entire concentration range should be stated;Telge
stability has been demonstrated between x inafth y mg/ml for t hours/days at 25 °C an82 U C 0

In case of a paediatric indication, if no age appropriate formulation is available for children but an
extemporaneous formulation could be prepared from an existing formulation, relevant
physicochemicaldata on storage and stability should be included here with a-refesence in
sections 6.4 and 6.6."

In case of specific temporary storage conditions need to be provided to healthcare professionals or
patients, e.g. for the purpose of ambulatory use ¢$bgjflife 24 months at-8°C of which 3 months

could be below 25°C), specific additional guidance should be provided as appropriate. Such
information should always be based on stability data. In particular, the recommended temperature
range and maximunduration of temporary storage should be specified. This guidance may also
include the action to be taken after the product has been stored under the temporary storage conditions
(e.g. discard immediately).

Statements such as AThenes daotrasdmoe agetd sdowumme md
No reference should be made to the container unless there are different shelf lives for different
containers. Storage conditions should not be included, except for the storage conditions after opening
(seethecorrespodi ng gui del ine). Statements such as 6Do
included.

When a device is supplied together with a medicinal product, theeirsheHife of the device should

be given where applicable.

6.4 Special precautions fostorage

Storage warnings should use one or more of the standard statements fisotetf@ Guidance on
declaration of storage conditions in the product information of medicinal prodivten such a
standard statement is used, an explanation specifyiether the product is sensitive to light and/or
moisture should be added.

For storage of sterile products that have been opened, diluted or reconstitutedyeferesse should
be made to section 6.3.

Note that if a specific storage warning is requirdee warning should be consistent between the
SmPC, label and PL.

A warning to keep the product out of the reach and sight of children should not be included in the
SmPC.
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6.5 Nature and contents of container

Reference should be made to the immediateagost using the European Pharmacopoeia standard

t er m; t he materi al of construction of t he i mmi
OPVC/ Al uminium bl isters?o, OHDPE bottl esd); and a
e.g. needlesswabs, measuring spoons, syringes inhaler devices, desiccant. The graduation on
measuring devices should be explained. The container of any solvent provided with the medicinal
product should also be described. Excessive detail, e.g., concerning theottheustopper, the

nature of the heateal lacquer, should usually not be included. For parenteral preparations, when

enclosure colour is used to differentiate between the presentations of a product, this should be stated

here.

If appropriate, it shoulte indicated if the container closure is chriggistant.

Examples on the text in this section:

6<Vol ume> ml s ufdlen symirge (@lass) with plangep stopper (chlorobutybber)

with or without needld&DPE ith & khildsesistant £losard andba or 1 0
silica gel desiccant. Paesizes of 30,60 @0 fimc oat ed t abl et s. 0

All pack sizes should be listed. Pack sizes mentioned should include the number of units, number of
doses (for e.g. muhiose vaccines, inhalemstc.), total weight or volume of the immediate container,

as appropriate, and the number of containers present in any outer carton. If appropriate, a standard
statement, O6Not al | pack sizes may be mar ket ec
professionals to the fact that not all listed pack sizes may be available for prescribing or dispensing.

Multiple unit packs for distribution purposes only do not constitute new pack sizes for marketing of

the product and should therefore not be includetiggection.

6.6 Special precautions for disposal of a used medicinal product or waste materials derived

from such medicinal product and other handling of the product2

Instructions for disposal should be included here, if appropriate for the product.

Whetre special precautions for the handling and disposal of certain products such as cytotoxics and
some biological products or waste material derived from it are advised, e.qg. in the case of products
containing live organisms, these should be stated in tluisose as should, where relevant, the
disposal of items which come into contact with the product, such as nappies, or spoons used to
administer oral vaccines. If relevant, a crosference to conclusions on the environmental risk
assessment described actgon 5.3 can be included.

I f applicable, e.g. for cytotoxics, the foll owin
product or waste material should be disposed of
If there are no special use or handlingtructions for the pharmacist or other healthcare professionals,

the standard statement, ONo special requirements

Any directions necessary for the accurate preparation of certain products such as cytotoxics and some
biological prodicts and/or necessary for the protection of persons including parents or carers preparing
or handling the product should be stated.

In section 4.2, instructions on handling of the product by the doctor, other health personnel, or patient
should be includedas well as general information concerning the administration of the product
(whether administered by the patient or the health personnel). If instructions for use/handling are
needed where the medicinal product has to be prepared before use, e.gt nwhstéé suspended or
diluted, this information has to be given here.

For clarity, a crosseference in section 4.2 to the relevant information in section 6.6 could be
included, e. g. O0For instructions oBedtl ditisi 6 n606
recommend that only information necessary for the pharmacist or other health perspreghte the
product for administration to the patient should be included here.
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Information on the preparation (e.g. the suspension of a powdijdotion, or preparing a dilution)

of the medicinal should be included in section 6.6, regardless of who prepares the product (e.g.
pharmacist, doctor, other health personnel, patient, parents or carers). In the case of products for
reconstitution, thepearance of the product after reconstitution should be stated.

Statements concerning compatibility of the product with other medicinal products or devices can be
given here provided the data have been provided in the dossier.

In the exceptional cases whkea product is indicated in children and where no adequate paediatric
formulation can be developed (based on duly justified scientific grounds), information on
extemporaneous formulation should appear under-a sita d Use ip théi paediatric population

and should croseefer to the section 4.2. Detailed instructions for the preparation of the
extemporaneous formulation from the appropriate
additional information on extemporaneous formulations for usetnger children shall be provided

and, where appropriate, the maximum storage time during which such preparation will conform to its
specifications. When necessary, the required packaging material and storage conditions should be
stated here.

Any specificwarnings for the handling of the product should be in section 4.4.

Information on risks due to occupational exposure should be included in this section, with reference to
section 4.4 or 4.8 if there is information in that section.

7 MARKETING AUTHORISATIO N HOLDER

Name and permanent address or registered place of business of the Marketing Authorisation Holder.
Telephone, fax numbers orneail addresses may be included (not websites or emails linking to
websites).

8 MARKETING AUTHORISATION NUMBER(S)

Itemto be completed by the competent authority or by the Marketing Authorisation Holder once the
Marketing Authorisation has been granted. For medicinal products for which the European
Commission is the Competent Authority, the number to be included in ttisrses the number in the
Community Register.

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Item to be completed by the competent authority or by the Marketing Authorisation Holder once the
Marketing Authorisation has been granted or remeBeth the date of first authorisation and, if the
authorisation has been renewed, the date of the (last) renewal should be stated in the format given in
the following example:

Date of first authorisation: 3 April 1985

Date of latest renewal: 3 April 2000

10 DATE OF REVISION OF THE TEXT

Leave blank in case of a first Marketing Authorisation.

For medicinal products for which the European Commission is the Competent Authority: date of
approval of latest variation or transfer, e.g. the latest Commissiorsi@e@mending the SmPC,
implementation date of the Urgent Safety Restriction or date of (EMEA) notification amending the
annexes to the Marketing Authorisation.

For products for which Member States are the Competent Authorities: date of approval of latest
variation or implementation date of the Urgent Safety Restriction resulting in a revision of the SmPC.
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Item to be completed by the competent authority or by the Marketing Authorisation Holder at time of
printing the SmPC.

11 DOSIMETRY (IF APPLICABLE)

Full details of internal radiation dosimetry should be included in this section for radiopharmaceuticals.
For all other products, this section should be excluded.

12 INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS (IF
APPLICABLE)

For radiopharmaceutitsa additional detailed instructions for extemporaneous preparation and quality
control of such preparation and, where appropriate, maximum storage time during which any
intermediate preparation such as an eluate or theteadye pharmaceutical will céorm to its
specifications.

Special instructions relating to the disposal of containers and unused contents should also be included

ANNEX
THE MEDICAL DICTIONARY FOR REGULATORY ACTIVITIES TERMINOLOGY
(MedDRA)

All ADRs should be grouped according to thédwing order based on the MedDRA system organ

classes (SOC). As a general rule, MedDRA terms should be classified according to the most relevant

SOC related to the target organ.

A pragmatic approach to the location of terms should be taken in order éatinegiklentification of

adverse reactions simpler and clinically appropriate for the reader. For example, it may be helpful on

some occasion$ solely in the context of the SmPCto use secondary SOC locations of some
MedDRA Preferred Terms (PT), or soinegs to use locations that do not strictly accord with the

MedDRA archit ect ur e LiveHunctiondestabm@grhdeHepéiiti® tatiegatid T o
encephalopatty are to be included in an SmPC, thet woul d
S O (Hepatobiliary disorder8 i nst ead of di stri but iHapgtoblidtye r eact i
disorder® Nendus system disordérs alnvestigationd6 as di ctated by their pi
MedDRA.

SOC LIST

Ainfections and infestations

ANeaplasms benign, malignant and unspecified (including cysts and polyps)
ABlood and lymphatic system disorders
Almmune system disorders

AEndocrine disorders

AMetabolism and nutrition disorders
APsychiatric disorders

ANervous system disorders

AEye disoders

AEar and labyrinth disorders

ACardiac disorders

Avascular disorders

ARespiratory, thoracic and mediastinal disorders
AGastrointestinal disorders
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AHepatobiliary disorders

ASkin and subcutaneous tissue disorders

AMusculoskeletal and connectiviedue disorders

ARenal and urinary disorders

APregnancy, puerperium and perinatal conditions

AReproductive system and breast disorders

ACongenital, familial and genetic disorders

AGeneral disorders and administration site conditions

Alnvestigations

Alnjury, poisoning and procedural complications

Asurgical and medical procedures

ASocial circumstances

Adverse reaction descriptions should be based on the most suitable representation within the MedDRA
terminology. This will usually be at the PT levalthough there may be instances where the use of
Lowest Level Terms (LLT) or group terms, such as Heytel terms (HLT) may be appropriate. It is
acceptable to adapt the names of the MedDRA group terms if this makes their meaning more
transparent to theeader of the SmPC; e.g. the use of the suffixes NEC and NOS are not appropriate
for inclusion in the SmPC. The adverse reaction term should be expressed in natural word order, e.qg.

6l nterstitial pneumoni ad i ttmaybeeppeopriateto modifyo &6 Pneun
MedDRA terms in other ways in the interests of comprehensibilitg.most widely recognised term
for a particular condition should be used, e.g.

appropriate thiam dhanuwlsematfo WAl dregigi ti so.

Within each MedDRA SOC, adverse reactions should be classified according to their frequency of
occurrence. Prior to estimating frequency of occurrence of adverse events from systematic studies
(clinical trials or other sourcesppropriate levels of the MedDRA hierarchy should be used in order

to group together clinically related condition
di zzi ness o, 6exertional di zzinessb6 antdens,unspeci f
t his mi ght reasonably be represented in the Sn

(assuming that only one report of dizziness applied to each patient). It may also be appropriate to use
ad hocgroupings of terms, or to adapt MedDRA grdapns if the established MedDRA group terms

are not completely suitable, e.g. reports of adyv
aggravatedd, 6Loose stool so6, 6Stool s waterybéo, ol
repesent ed as the single term oO6Diarrhoeabd i n th

comprehensible to patients. The total number of those cases should be used to estimate the frequency
of diarrhoea.
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9.3.6. Guideline on the Packagjrinformation of Medicinal Products for
Human Use Authorised by the Community
Notice to Applicants Volume 2C of the Rules governing Medicinal

Products in the European Community, RevisiBnFebruary 2008

Introduction

Legal framework

Council Regulation (EEC) No 2309/93 lays down a centralised Community procedure for the
authorisation of medicinal products, for which there is a single application, a single evatumtian
single authorisiion allowing direct access to the EU market of a medicinal prdoeeting a single
set of information.

Regulation (EEC) No 2309/93 provides that the legal status of medicinal products forumertarbe
authorised by the Community shall be fixed in adamce with the criteria laid dowin Directive
2001/83/EC as amended as amended and that the text of their labellipgckade leaflet shall be
presented in accordance with Directive 2001/83/EC as amendededdiestatus and the text of the
label andof the leaflet form part of the Community decision, afidoroposed changes to any aspect
of the labelling or package leaflet shall be submitted t@tingpetent authority, i.e. the EMEA and the
Commission.

Directive 2001/83/EC as amended contains promision the text of the label and packéegdlet and
Article 60 therein require that Member States may not prohibit or impedeahesting of medicinal
products within their territory on grounds relating to the labellingawkage leaflet if these comply
with the provisions of this directive. However, Article pibvides that, notwithstanding Article 60,
Member States may require the use of certain farfriabelling making it possible to indicate: the
price of the medicinal product, thleimbursement cdalitions, the legal status and the identification.
Furthermore, Article 62rovides that the labelling may include symbols or pictograms and other
informationcompatible with the summary of the product characteristics which is useful for health
education,a the exclusion of any element of a promotional nature.

Purpose

This guideline has been prepared in order to describe how the provisions of Di2Z&GiV83/EC as
amended, including the optional provisions in Articles 62 and 57, apply cafeeof anwathorisation

to be granted by the Community.

As provided in Article 8 (3) (j) of Directive 2001/83/EC as amended and in Article 61 Qiyexdtive
2001/83/EC as amended an application for a Community marketing authorisasbimclude one or
more specirans or mockups of the outer packaging and of the immediaekaging of the medicinal
product, together with the draft package leaflet.

Once the Community marketing authorisation has been issued specimens of the finalisadduter
immediate packaging anaf the package leaflet should be submitted for each Me/gtade to the
EMEA, before the actual commercialisation of the product. This mechamsuores that any changes
introduced during the decision making process have been incorparatetat the irdrmation on the
label required by some Member States under Article Tiraictive 2001/83/EC as amended and the
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additional information included in the label pursudat Article 62 are in conformity with the
legislative provisions and are correctly present

Section AT Label

1. Conformity with the summary of product characteristics

Article 9 (3) c¢) of Council Regulation 2309/93 requires that the label text mustaoeandance with
Directive 2001/83/EC as amended, which in turn requires the latidbtée in accordance with the
summary of products characteristics. For prodaetthorised by the Community there is a single
summary of product characteristiagreed at Community level, which forms part of the Community
decision.

2. The label text

The Community authorisation for a medicinal product includes the label text whidariscal for all
packs of that medicinal product throughout the Community, exceptligated under 4 below.

In accordance with Article 56 and 63 (1) of Directive 2001/834s amended, thgarticulars in the
label shall be easily legible, clearly comprehensible and indelifpelicants should refer in this
respect to the Guideline on the readability of the labelpauage leaflet of medicinal products for
human use.

3.Language

In accordance with Article 56 and 63 (1) of Directive 2001/83/EC as amendddbétiing must be
presented at least in the language or languages of the Member Stagrgsthe product is placed on
the market. If more than one language is utieeh all ofthe text must be in each language and the
overall readability should not be adverselfected. The content of all language versions must be
identical. It is recommended gvoup different text elements for each language, where appropriate.

4. Additional labelling information required by some Member States

Article 57 of Directive 2001/83/EC as amended provides that, notwithstanding Agticl®lember
States may require the use of certain forms of labelling making it possibidicate :

- the price of the medicinal product,

- the reimbursement conditions of social security organisations,

- the legal status for supply to the patient, in accordance with Directive 2001/834ataded,

- identification and authenticity.

The information currenglrequired by the Member States is outlined in the Annex.

The information specific to a Member State should be accommodated on the labekadarea (the

socall ed Oblue box6), to appearshoaldhonlpepresentede of t
the official language or languages of the Member Stateerned and should state the name of that
Me mber Stat e. The bbebéatoinon hef ptatkadgbl senoul d i d
Member States. When one paskntended for marketing iseveral Member States, it is preferable to
haveonlyonéd bl ue boxd on the pack. This box will cont
Member St ate. This could be achievedbomnd pomct ic:

pack onto with a sticker with the appropriate Member State informatiam be securely affixed.
When in exceptional circumstances, this cannot be achievadc h 6 bl ue box6 shoul d
same dimensions and appear on the same sitie pack.
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As far as thdegal status is concerned, it should be noted that the main catefymeesinal product
subject to medical prescri ptmeichi"c alr pirmesdd rcii mtail o o
included in the | abel | dnlyggmtainkhe symieol andiohthe edptessiore b o x
used in the Member State to denote ldgal status. See also Section B hereafter. The symbols used

for the legal status on thabel in some Member States are given in the Annex.

5. Marketing authorisation number

This is the marketing authorisation number consisting of "EU" followed by a digie number (e.qg.
"EU/1/96/000/000"). .

This number must appear on the package, whilst the (national) identification nunaosr, ¢an only

A

appear (once)(seeparagrdpled4).6 bl ue boxbo

6. Optional information under Article 62 of Directive 2001/83/EC as amended

Article 62 of Directive 2001/83/EC as amended provides that, apart from the parti@daised
under Article 54, the labelling may include symbols or pictogrand otheinformation compatible
with the summary of the product characteristics which is usefiiealth education, to the exclusion
of any element of a promotional nature. Itrecommended that proposals for inclusion of such
symbols or pictogramise discussedith the EMEA in advance

In some Member States certain expressions, including symbols and pictogrambetame
established for expressing certain items of information. These items are oumtlihedAnnex.

As these particulars are only kmo or relevant in some Member States, they shaploear in the
corresponding O6bl ue b ox 6Evenéffit ésrnot endntioned onuDiretteve par &
2001/83/EC as amended, the additional udelsl information in Braille is possible.

FortheAi | oc all repr es e nPRaekage kedlet pamgraphsS ect i on C

7. Control of the conformity of the labelling with Directive 2001/83/EC as amended

The labelling of the medicinal product, including the particulars referred to padagraphs 4 and 6
alove, forms part of the authorisation and must therefore beapproved by the competent authority, i.e.
the EMEA and the Commission (or t@euncil, as the case may be) where the authorisation is granted
by the Community.

Indeed Article 9 of Regulation (EEC)oN2309/93 provides that the CPMP opinion Wil negative if

the labelling of the product is not in compliance with DirecB@@1/83/EC as amended. Furthermore,

in the case of a favourable opinion, the textha labelling will be attached to the opinjaand will

later on be annexed to t@®mmunity decision.

Whilst most of the information referred to under paragraph 4 (price, reimbursemeditions,
identification number) will not be available at the time that the Commudeitision is being drafted,

clear indication of the way this information will eventualle presented shall be given in the
application, as provided for in Article 8 (3) (j) and Aaticle 61 (1) of Directive 2001/83/EC as
amended. Thus moalps of the outepackaging and of the imediate packaging should be provided.

A mock-up is a copy othe flat artwork design in full colour providing a replica of both the outer and
immediatepackaging and of the labelling text of the medicinal product. It is generally referred to

as a fNpyapear cibocomputer generated versiono.

8. Changes to the labelling

Article 61 (3) of Directive 2001/83/EC as amended requires that any changeslabehehich are

not connected with the summary of product characteristics shadittiied to the competeémuthority.
Therefore, if a marketing authorisation holdgshes either to introduce any label text additional to
that in the decision or to changry aspect of the labelling he must first (in accordance with Article 61
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of Directive 2001/83/EC as amendk notify this change to the EMEA, who shall inform the
marketing authorisation holder whether the proposed change is accepted ornemeds$ary, the
EMEA shall inform the Commission, who shall amend the decigicemting the marketing
authorisation.

Where a change in the labelling is a consequence of a modification of the sumrodoct
characteristics it will be dealt with under the procedure laid down forptiigose (see Regulation
1085/2003/EC).

Section B- Legal Status

1. Articles 9 (3) b) and B (3) of Council Regulation 2309/93

In accordance with Article 9 (3) b) of Council Regulation 2309/93 the Commdaitision on the
marketing authorisation must include details of any conditions orestrictions which could be
imposed on the supply oise of the medicinal produconcerned including the conditions under
which the medicinal product may be maalailable to patients, having regard to the criteria laid
down in Council Directived2/26/EEC of 31 March 199fhow Articles 1 (19) and 70 to 75 of
Directive 2001/83/EC as amendeddncerning the classification for the supply of medicpralducts

for human use without prejudice to the provisions of Article 3 (4) ofDhattive (now Article 71 of
Directive 2001/83/EC as amended). Therefore tb Community decision may include one, or more,
of the subkcategories listed in Article 76f Directive 2001/83/EC as amended. Furthermore, Article 13
(3) of Council Regulatior2309/93 provides the option tauthorise some products only for use in
hospitak or forprescription by some specialists"”

These terms, for additional restrictions on the legal status of medicinal products subjesdical
prescription, are not well understood and are subject to difféndetpretations. The particular
interpretaibn applicable to a medicinal product showtivays be clarified with reference to the
summary of product characteristics. Fmedicinal products authorised by the Community, the
following interpretations for thederms may be used:

Ause in hospital / wsin certain specialised areamay be taken to include use wittanframework
providing hospitatype care;

Aprescription by some specialists / restricted medical prescriptitay be taken tinclude that the
prescription, or the initial prescription lgn must be by a specialisthe designation of the specialist
shall take into account the progress made ubderr e ct i ve 93/ 16/ EEC i n har mo
terminology for medicaspecialists;

Arenewable/nonmenewable prescription may be taken to méhat on the basis of oneedical
prescription, the supply prescribed may/may not be repeated.

Aspecial medical prescriptiothis includes medicinal products containing narcadiog psychotropics.
The legislation in some Member States does not providesftain sukcategories.

However, these Member States should use the means available, within their exstingstrative
framework, to fulfil all of the conditions laid down in the Commurdgcision granting the marketing
authorisation. Therefore, wheone of the subcategoried legal status is in Annex Il of the
Community decision, this shall lag@plied, to the extent to which this can be possible done, within the
existingadministrative framework in each Member State.

2. Legal Status on the label

In addition to appearing in Annex Il of the Community decision, the main legal statstsalso
appear in the label text which is included in Annex Il A of the Commuoteisision. However, the
expression of the legal status in the label text in the Coromnidecision is limited, at present, to one
of the main classifications under Article 70Directive 2001/83/EC as amended "medicinal product

subject to medical prescriptiog'r fAmedi ci nal product not subject
common to k Member States.
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3. Additional Member States' requirements for legal status on the label

A Member State may require further information on the legal status, to be includlee label. This

may concern either one, or a combination, of thecaibgoriedisted in Article 70 of Directive

2001/83/EC as amended, or a specific mode of conveyanacular information on the legal status.
Obviously, this information must be mccordance with the legal status in the Community decision

(i.e. a sukcategory inthe sense of Article 70 of Directive 2001/83/EC as amended may nhot be
specified if this isnot done in the Community decision). Furthermore, symbols are used in some
MemberStates to express the legal status on the label and these are provided in the Annex

If this further information on legal status is to be accommodated on the label ibmhuappear in the

socal l ed O6blue boxé referred to in Section A (cor

Section C- Package leaflet

1. Conformity with the SPC

Article 9 (3) c) of @uncil Regulation 2309/93 requires that the text of the leaflet mush be
accordance with Directive 2001/83/EC as amended which in turn requires the tiedflet be in
accordance with the summary of products characteristics. For praduibtyised byhe Community
there is a single summary product characteristics agréedmamunity level, and which forms part of
the Community decision.

2. The text of the leaflet

The Community authorisation of a medicinal product includes the text of the |edfiet, is the same
throughout the Community.

In accordance with Article 63(2) of Directive 2001/83/EC as amended, the packagenesdidie
written in clear and understandable terms for the patient and be clearly |&giplieants should refer

in this respet to the guideline on the readability of the label padkage leaflet of medicinal products
for human use. In particular, applicants shoctohsider using the "model leaflet" annexed to that
guideline. Product informatiotemplates and various referendecuments prepared by the Quality
Review of Documentgroup and published by the EMEA on the EMEA Website, should also be taken
into account.

3. Language

In accordance with Article 63 (2) of Directive 2001/83/EC as amended, the pdekfige must be
presented at least in the language or languages of the Member Sidite(g)the product is placed on
the market. When more than one language is used, thére aixt must be in each language, and the
overall readability of the label should not dgverselyaffected. The content of all language versions
must be identical.

4. Additional package leaflet text not connected with the SPC

As provided by Article 62 of Directive 2001/83/EC as amended, the package leaflehchade:
"...other information compatiblwith the summary of product characteristidsch is useful for health
education, to the exclusion of any element of a promoticsataire."

5. Local representative

"Local Representative" shall be taken to mean any prigatéegal person established ihe
Community charged, through a civil contract with the marketing authorisdtmder, with
representing him in a defined (geographical) area, this contract excladngransfer of any
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responsibility imposed on the marketing authorisation holdeZdiymunity law and by national law,
regulation and administrative action implementiingh Community law.

Designation of a local representative cannot be a requirement but, when the manktorgsation
holder wishes to identify a local representativehimleaflet, all of th&€ommunity must be covered so
that the consumer in each Member State and EBAntry has equivalent access to a local
representative.

The 'local representative’ may be indicated:

A in the Il eafl et by n aefeetroricredail addrése pdsiddress maylbenb er a
added space permittirand

A in the o6blue box' on the | abel (r anff/feremag d t o i
address and logo (optional). Postal address may be included ifpsgradiés (shald not interfere with

the legibility of the EU text on the outer packagiray)d if mentioned in the leaflet.

All telephone numbers should be accessible when dialled from abroad (e.g. when antotifbee is

given which is not accessible from aboardaliarnative internationalumber may have to be added)

When mentioned in the leaflet, the local representative of the marketing authorigatien can in
addition be mentioned i fup/spdtimené bl ue boxd area on
However, itisnotcompulspgr t o menti on a | ocal representative
If the marketing authorisation holder wishes to mention local representatives, they roantlmed

under the relevant heading of the package leaflet, but where used aelpesentative shall be
indicated for all Member States and EEA countries. Howevelpcal representative may be
designated for more than one Member State or EEA cowrgdy may also be the marketing
authorisation holder where no other local representativmglisated.

Local repesentatives should be able to address queries in the local officialdegdage(s) of the

country for which he/she is designat&kferences to Website addressesrmteabwed, neither for

the marketing authorisatidrolder nor for the local representags.

There has been some confusion with regard to terms such as 'exploitant', ‘tedheical’,
'distributor' etc. Since there is neither a commonly agreed understanding detnes@&or equivalent

legal definitions of these terms amongst the Menttates, and ithe absence of any reference or
definition in Community law, reference to sutdrminology will not be accepted for a medicinal

product authorised by the Community.

It must be recalled that, under the cise of the EC Court of Justice, Méxar Statesnay not require

that a local representative of the marketing authorisation holdeappeinted for their territory.
Therefore, the arrangements outlined above are papglgnal for holders of Community marketing
authorisations.

6. Application of Article 59 (2) of Directive 2001/83/EC as amended

Article 59 (2) of Directive 2001/83/EC as amended provides that "the compitwirities may
decide that certain therapeutic indications shall not be mentioned pathkage leaflet, where the
dissenmation of such information might have serialisadvantages for the patient".

This clause was introduced to avoid circumstances where a patient might not haigfdyessd of

the diagnosis (cancer, for instance) and would learn about it when readiegfteeof the medicinal
products which has been prescribed. Such a fundamental defamarde principle that the package
leaflet should be in accordance with the summangrofiuct characteristics and that patients should be
fully and correctly infornad about thenedicinal products they are using should obviously only occur
in exceptionatircumstances.

Article 9 (3) c) of Regulation (EEC) No 2309/93 refers expressly to Article 5®igdctive
2001/83/EC as amended. There is therefore no doubt thafahenunity mayavail itself of the
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derogation in Article 59 (2) of Directive 2001/83/EC as amended dlsge Commission answer to
written questions No 813/96 and 814/96 of Mr van INIEP).

7. Control of the conformity of the package leaflet with Directve 2001/83/EC as

amended

The text of the package leaflet forms part of the authorisation and must therefgproeed by the
competent authority, i.e. the EMEA and the Commission whereautiorisation is granted by the
Community. Indeed Article 9 of Rlation (EEC) Na2309/93 provides that the CPMP opinion will
be negative if the package leaflet of gh@duct is not in compliance with Directive 2001/83/EC as
amended. Furthermore, in thase of a favourable opinion, the text of the labelling and padeaflet
will be attachedo the opinion, and will later on be annexed to the Community decision.

8. Changes to the package leaflet

Article 61 (3) of Directive 2001/83/EC as amended requires that any changespickage leaflet
which are not connedlewith the summary of product characteristics shbalhotified to the competent
authority. Therefore, if a marketing authorisation holdéshes either to introduce any additional
information to the package leaflet annexed to dheision or to change araspect of the package
leaflet he must first (in accordance wifliticle 61 of Directive 2001/83/EC as amended) notify this
change to the EMEA, whehall inform the marketing authorisation holder whether the change is
accepted or not. Hiecessary, the EMEshall inform the Commission, who shall amend the decision
granting the marketing authorisationlhere a change in the package leaflet is a consequence of a
modification of thesummary of product characteristics it will be dealt with under the proceaidre |
downfor that purpose (see Regulation (EEC) No 542/95).

Section D- Presentation of the medicinal product

1. Pack sizes

When presenting a range of pack sizes for a medicinal product it is important tipaintdigles of
rational use of medicinal pdocts are taken into consideratioAs a Community marketing
authorisation is valid throughout the Community, every api covered by the authorisation may be
available in any Member State. Therefore, dpgpropriate range of pack sizes should be chasen
accordance with the duration(s) toéatment and in accordance with the posology in the summary of
product characteristicandnot in accordance with local traditions or prescription habits.

For example, there could be :

- one pack size for a shortuse of treatment,

- one pack size for a monthly course of treatment

- and one pack size for each multiple of the above.

In any case, pack sizes should not be too close to one another. For example, packesibe28adose
units and 30 dose units andadr56 dose units and 60 dose units wouldb®tonsidered acceptable.

2. Pack design (logo, colour, etc. )

For practical and linguistic reasons marketing authorisation holders are likely to pheserddicinal
product packaging in several linguisticdaor "national" versions (i.e. witthe relevant boxed areas).
In such cases, the logo, format, layout, style, colour schemé passible also the pack dimensions
must be identical for all the versions of packs of thatlicinal product throughout thee@munity.

In accordance with Article 61 of Directive 2001/83/EC as amended, all proposed charaygs
aspect of the presentation shall be submitted to the EMEA, who will infori@dhamission where
relevant
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ANNEX

'‘Blue box'

Label information which mape required by Member States (under 57 of Directive 2001/83/EC as
amended) abel information which has become established in Member States (allowed under Article
62 of Directive2001/83/EC as amended)

AUSTRIA (last update March 201®ww.basg.gv.at

Price
The price is not required and not wanted on the label.

Reimbursement
The reimbursement conditions are not required and not wanted on the label.

Legal status
The following are the specific requirements for the expression of the legal statubdaxdbearea:

A fAr-amaptapot hekenpflichtigd = avaiphaaadies; noonl y o
applicable for hospital
A fapothekenpflichtigd = available only in pharn

A I'f the supply is not rest rappopriatdly.t o phar maci es,

Identification and authenticity
The EAN code is accepted on the label, but not required.

Information under Article 62 of Directive 2001/83/EEC: symbols or pictograms
A pictogram for medicines which cause tiredness:

A AAchtung: ichitted &amrs die AReaktivesfahigkeit underkehrstiichtigkeit
beeintr2chtigen. 0

AiDer Gru e.e)Jeor dehermrelcyicling symbols are accepted on the label, but not required.

Anti doping Note: if applicable only in the PL

"Die Anwendung des Arzneimittels [me of the product] kann bei Dopingkontrollen gositiven
Ergebnissen fihren'In case of misuse of the medicinal product for doping purposes the-corres
ponding risks should be stated.

Legal requirements for vaccines and blood products

For Blood derivatesr vaccines: in order to allow traceability from patient backitdogical starting

material (e.g. blood donation), the Austrian legislation requEtEschment of a seddhesive label

stating the name, expiry date and batch nunib&ry each primary ackage of blood derivates or
vaccines for human uséiJ ede Verabreichung soll mittels bei
Krankengeschichte oder I(mEfagas sa pdpd k woaaneritechan rsth owd r
patient history or vaccination dement using the seddhesive labedt t ac hed . 0)
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BELGIUM

Price

The following statements are required for the price on the label:

A the price for ordinary reimbursement *,

A the price to be paid by those in certain soci a
*If the reimburserent is subject to a specific authorisation, the price should be mentietaden

bracketsThe price is required only on products which are not restricted to hospital use.

Reimbursement

The reimbursement conditions are required on the label and caasséiet! in fivecategories which

are indicated using the followimgACsd, ewhidehl i guns
in red on a white background with a black border.

- If those medicinal products are reimbursed only when used in hgstiitalabovementioned

|l etter designations must be followed by the | ett
- If their reimbursement is subject to a specific authorisation the abemtioned lettedesignations
must be followed by the |l etter dAfo.

Legal status

The major narcotic or pshotropic drugs, subject to special medical prescription, reghiee
following labels:

- a number/code assigned by the Minister of Public Health

- a double red line which must be as large as the largest characters on the labeloiliblese=d lines
mug be parallel, 3cms apart and with an angel of 45° starting fthmleft lower corner to the right
upper corner of the label.

Identification and authenticity

For all medicinal products, a national code (possibly presented as a bar code) is accitdabel,
but not required.

For reimbursed medicinal products (except containers with oxygen gas) a onigadcal bar code,
printed in black with a white background, must appear on the label.

An irremovable sticker may be used as well. The unique noahdsar code is requirednly on
products, which are not restricted to hospital use.

Optional information under Article 62 of Directive 2001/83/EEC: symbols or

pictograms

For medicinal products intended for external application, 'external applicatmuldsbe printed in
black letters on a redrange background in the three national languages: FrBatth and German
(usage externe uitwendig gebruik- ausserliche anwendungpll packaging containing those
medicinal products for external applicationosld be deliveredwvith a warning symbol in relief,
recognisable by touch.

BULGARIA

Price
There is no requirement for the price to appear on the label.

Reimbursement
There is no requirement for the reimbursement conditions to appear on the label.
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Legal Satus

The requirements with respect to legal status are as follows:

1 For medicinal products not subject to medical prescription, the following expression appaid:

1 ddzj SO B8Y d MOdad §

1 For medicinal products subject to medical prescription, the following expression sippelal:

1 wizj SO BY dMOdzd §

1 For medicinal products subject to restricted medical prescription, the following expressiatd
appear:

l st Odztin § @G 54 d HOdzd J

1 For medicinal products reserved for treatments which can only be followed hospital
environment due to limited errience or in the interests of public heattie following expression
should appear:

1 @ sdzdzdzf{dz® tc j B O

1 For pack size/sizes which is/are not intended to be delivered to a particular patient butaised in
hospital environment for several patients eveyal treatment courses of one patient, ftllewing
expression should appear:

1 sdzdzedsfdd@ s € O

1 For medicinal products subject to special medical prescription, the following exprassiold
appear:

1 ey § ydajddast i § s Y d o dzd J

1. a doublered line positioned diagonally on the package labdls medicinalproducts containing
narcotic substances,

2. a double blue line positioned diagonally on the package lali@snedicinalproducts containing
psychotropic substances.

Identification and authenticity
The EAN code (bar code) is accepted but not required on the label.

Symbols or pictograms

Symbols for separate disposal and recycling in compliance with the Law on Waste Management
are required on the outer packaging label of a medicinalptod

The labelling may include symbols or pictograms as well as other information consistent with the
Summary of Product Characteristics and useful for the patient, excluding any elenasasfising.

Invented name
Invented name written in Bulgariamiguage to appear on the outer packaging.

International nonproprietary name (INN) or common name
INN or common name written in English language to appear on the outer packaging.

CYPRUS

Price

There is no requirement for the price to appear on the laleslerttheless, according teational
Provisions, the price will be placed locally on the outer packaging (blue boxheyetailer
(pharmacist).

Reimbursement
There is no requirement for the reimbursement conditions to appear on the label.
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Legal status
There is no requirement for the legal status to appear on the label.

Identification and authenticity
A bar code is accepted on the label but not required.

CZECH REPUBLIC

Price
There is no requirement for the price to appear on the label.

Reimbursement
There is no requirement for the reimbursement conditions to appear on the label.

Legal Status
There is no requirement for the legal status to appear on the label.

Identification and authenticity
The EAN bar codes are required on the label.

Information un der Article 62 of Directive 2001/83/EC: symbols or pictograms
Recycling symbols are accepted on the label.

DENMARK

Price
There is no requirement for the price to appear on the label.

Reimbursement
There is no requirement for the reimbursement conditimappear on the label.

Legal status
There is no specific requirement in respect of the legal status.

Identification and authenticity

The Nordic number is required on the outer label of all medicinal products, erxaiot
pharmaceuticals, certain vitams and mineral products, homeopathic &edbal remedies. It may be
written as AVnr XX XX XXo.

A bar code is accepted on the label but not required.

Information under Article 62 of Directive 2001/83/EEC: symbols or pictograms

Products containing inflamrbée material must bear the international warrsgmbol.Products which
may reduce the ability to drive or operate machines must havarr@ng triangle. The tip of the
triangle points upwards. It is a red triangle on a wiétekground. Its size is adagti fit the label; its
sides are usually 10 mm long ati@ widh of the frame is usually 2 mm.
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ESTONIA

Identification and authenticity
Code of the medicinal product is required.

FINLAND

Price
There is no requirement for the price to appear on thed.la

Reimbursement
There is no requirement for the reimbursement conditions to appear on the label.

Legal status
There is no requirement for the legal status to appear on the label.

Identification and authenticity

The Nordic number is required on thééhof all medicinal products, excaptdiopharmaceuticals and

her bal remedi es. |t i s A bar ¢otletieatcepted onfihé habel bxitXhot X X X
required.

Information under Article 62 of Directive 2001/83/EEC: symbols or pictograms

Products cotaining inflammable material must bear the international warsyngol.Products which
may reduce the ability to drive or operate machines must havar@ng triangle. The tip of the
triangle points upwards. It is a red triangle on a wihétekground.tk size is adapted to fit the label; its
sides are usually 10 mm long atin@ widh of the frame is usually 2 mm.

FRANCE

Price
The price is required only on products which are not restricted to hospital use asichargsable by
the social security. Thinformation on price must appear in the form efieker.

Reimbursement
The reimbursement conditions are required on the label. They must appear on tistck@mas the
price. The sticker is coloured:

A white if the reimbursement rate is 65%

A bifithe eeimbursement rate is 35%

A white with a cross through it AX0 if the rei mb
A white and surrounded by a green c(eilyexpensivd | i ne

medicinal products prescribed in specific indicasp

The sticker must have A* vignetteo ontheisingeand t h
pack sizeMoreover, on the sticker, it should be mentioned:

Avignetteodo or #Avign. o ; but with anpacksizéeofaf t he
medi cinal product (i .e. fA*vignetteo or A*vign. o)
- the bar code corresponding in particular to the administrative identification n{wntxede CIP » see

below), the price and the reimbursement conditions of the medprindiict.
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Legal gatus

The legal status is required to be expressed on the label for preseipiyomroducts. Théollowing
details must appear in the blue box:

- an empty frame with:

AA red border for list | products,

AA green border for list Il products,

- below thi frame, written in dark characters on a red rectangular background:
Airespecter | es doses prescritest,
- then following mentions:

A«Liste | / Liste I1»

A«Uniquement sur ordonnance»

A«Ne pas avaler» (if appropriate)

Below: recommended format:

List | products: red border

List Il products: green border

There is no minimum size for the red border.

Respecter les doses prescrites (Red background / Dark characters)

Liste |/ Liste Il

Uniguement sur ordonnance

Ne pas avaler (if appropriate)

The following restictions may apply and are required on the label:

1 - for medicinal products subject to special medical prescription:

A Astup®fianti

A fAprescription |limt®e ~ 7, 14, 28 joursh
If applicable:
A Ad®livrance fractionn®e en (x fractions) #

2 - In addition, formedicinal products subject to restricted prescription:

a) In case of medicinal product for use only in hospital, the following must be stated:

Am®di cament r®serv® ~ | dusage hospitaliero

b) In case of medicinal product subject to initial prescription anlyospital, the

following must be stated:

Am®di cament ~ prescription initiale hospitali re

Identification and authenticity

-l't is required that the following sentence i s m
Cl Ph

- A bar code is accepted but notuegd.

In case of medicinal products derived from blood, there are specific requirements

-mention of the following statement : AM®di camen
follow-up call ed Atraceabilityid from t heandsaynimf actur
France. Consequently, 3 detachable labels should be put on theackaging with the following

mentions:

- the name of the medicinal product

- the marketing holder or the local representative

- the batch number

- the corresponding bar code
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Information under Article 62 of Directive 2001/83/EEC: symbols or pictograms

Products which may reduce the ability to drive or operate machines must have a wemdnbe. It is
an equilateral red triangle in which a black car is located on a white backgitasize is adapted to
fit the label (pictogram available on Afssaps site www.afssaps.fr).

HUNGARY

Price
The price is not required and not wanted on the label.

Reimbursement

The reimbursement conditions are not required and not wanted on the label.

Legal status

The relevant legal status code is required to be expressed in the boxed area of the label.

Blue boxcodeApplicable to

VN Medicinal product not subject to medical prescription.

Y Medicinal product subject to medical prescription.

KP Medicinal product containing a substance classified as a narcotic payehotropic
substance subject to special medical prescription writtemdrcopies

H Medicinal product subject to special medical prescription written in cdejuies, likely, if
incorrectly used, to present a substantial risknoddicinal abuse, to lead to addiction or be
misused for illegal purposes.

U Medicinal product subject to special medical prescription written in two copesaining a
substance the activity and/or adverse reastiohwhich, by reasowf its novelty, require
further investigation.

J Medicinal product subject to medical prescription, intended for outpatientsaaftieignosis
made by a specialist or in a hospital.

Sz Medicinal product subject to medical prescriptioequiring special supervisidoy a specialist
throughout the treatment after a diagnosis made by a specialisi bospital.

I Medicinal product subject to medical prescription prescribed for or deliverethose
providing medical services.

Identification and authenticity
The EAN code (bar code) is accepted on the label, but not required.

GERMANY

Price
The marketing authorisation holder is not required to put the price on the label.

Reimbursement

A bar code must appear on the label. This ithamazentralnummer. It is a 7 digitmber, which is
printed in figures and as a bar code (code 39). The reimburseamtitions are required on the label:
A AN10 for the small pack size

A N20 for the medium pack si ze

A AN30 for the | arge pack size
A

i

@ Ot O

IAiKni kpackungo for the hospital packsi ze
der Gr¢ne Punkto, or other recycling symbol
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The reimbursement conditions N1, N2 etc are not relevant for products sold dirdwipttal units.

Legal status

The legal status is required on the label:

AApothfelkiemht i go = to appear iin the bteaxaeedotar ea i
subject to medical prescription but are only available in pharmatlesstatement in the case of

products which are neither prescription only nor pharnoety)

Identification and authenticity
In the case of active substances manufactured by genetechnological means, tleilastivee and
the designation of the genetechnologically modified microorganism dimes|

GREECE

Price
The price is required on the ldbe

Reimbursement
There is no requirement for the reimbursement conditions to appear on the label.

Legal status

If any of the sukcategories appear in the decision they are to be stated on the label.nGtreer,
specific requirements are outlined hereunde

Specific national provisions (defined by EOF or by the Ministry of Health and Welfaxaipliance
with SPC requirements and concerning either medicinal products subjespetial medical
prescription or medicinal products subject to restricted gpgsnT) mustappear on the label.

- For instance, medicinal products subject to special medical prescription (narcmtisshave a
letter/code assigned by the Ministry of Health and Welfare with special c@ledror green)
according to the assigned s&ification.

For medicinal products classified as narcotics according to Greek Law 1729f&@d#&ed, the
following text must appear on the label:

a. Product s belonging to List Bispansed with specmtt i on i
prescriptonér narcoti cso:

«he 6} d oelll difmp e UUbjes ¥ s o1 3

b. Products belonging to the exceptions of list B must mentianrine e n  dEtd he elispensed
with prescriptionof Lawh 7 2 9/ 8 7 0 :

«FEe 6 ) d oellih ) @Uasy 729/87»

c. Products belming to list mu st ment i o nd, to bedispemsid Withe Spdcial prascrifition
for narcoticso:

«,6 6} d oeUll d)ufmpaeUbjea v Bo ot 3

d. Products belonging to the exceptions of lishust mention ig r e e n 0 Ftad ke elispensed
with prescriptionof Lawd 72 9/ 8 7 0 :

«i 6 6§ d 2elh ¢Jd)@lesy 729/87»

e. Products belonging to liggmu st ment i on @) to bedispensed with préstriptionsof
Law 1729/ 870:

«p 6 6} d oelith ¢)d0@asel729/87»

- Another instance relas to medicinal products restricted to hospitsd. These products must state
Afonly for hospital usedo on the | abel

« hoeslBleoasgeetide
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Identification and authenticity

All medicinal products must be identified by a safety coded sticker onutlee packageThis sticker

is issued by EOF (National Organisation for Medicines) free of chargentpanies. It is produced by
a special aquarelled paper; the national emblem and the ofaB@F are visible only by U.V. The
sticker is 27mm x 24mm and thalowing are typedoy EOF: name of the company, production year
and sticker number. The companyidiged to type the following: product name, pharmaceutical form
and strength, codeumber (assigned by EOF and unique to the product) and the retail price

Greek safety and authenticity requirements related to radiopharmaceuticals: thesddetygtickers
which are described in the Greek requirements for the blue box (GuideliRackaging Information
for Community Authorized Products ) are not implemsennradiopharmaceuticals.

IRELAND

Price
The price is not required on the label.

Reimbursement
There is no requirement for the reimbursement conditions to appear on the label.

Legal status

The nonprescription status of certain medicinal products t@ioing certain activesubstances, must

be stated. These active substances include: acyclovir, diclofdiertitylammonium, famotidine,
hydrocortisone, hydrocortisone acetate, ibuprofetpprofen, naproxen, nicotine, nicotine resinate,
oxethazine and pisecam, whencontained in medicinal products specifically authorised for sale
without a prescription(Other medicinal products containing any of these active substances remain
subject tgprescription control.)

The designati on f®ryMedicihes)ds in gpmneos ase and would ibethe
boxed area.

Identification and authenticity
Information for the identification and authenticity are not required on the label. Bararedascepted
on the label, but are not required.

ITALY

Price
The prie is required on the label.

Reimbursement

Should a medicinal product be considered reimbursable by the National Health £8:13iée), the

Company should insert within the blue box a peelable sticker containifiglitwing information, in

compliance wth the Decree of Ministry of Health 2 Agos2601.:

A Bar code

A Name of the medicinal product (including stren
A National I denti fication Number

A Name of the Marketing Authorisation Hol der

The following wording, printed ithe area underneath the sticker, must appear ontattirehas

been removed: AfConfezione dispensata dal SSNO
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Legal status

The requirements in respect of the legal status are the following:

A) For medicinal products not subject to medical prescripti@nadrihe following isequired:

1 AMedicinal e di aut omedi c-aedicaton)e 60 ( medi ci nal pr o
2 AfMedi cinale non soggetto a prescr tozmedicale me d i
prescription)

B) For medicinal products subject to medlipgescription the following is required:

1 nDa vender si di etr o pr es e mhlyanredcnapeodudt) ricetta n
C) For medicinal products subject to non renewable medical prescription the followéogiied:

1 nAnDa venpresentdazitome di ricetta medica utilizz
D) For medicinal products on restricted medical prescription, the specification akgtrected

authorised prescriber [hospital department(s) or specialist(s)] has to be atluedases Blral C1:

1 AfDa vender si dietro presentazione daicentoi cett a
specializzato)od [Specialist(s) to be specified]
2 nADa vendersi dietro presentazi ondlascthia dafloi cet t a
specal i sta (o dal centr o sspeeifiedlal i zzat o) o [ Speci al i
E) For medicinal products to be used only in hospitals, the following is required:

1 AUso riservato agl:. 0 s p e d a | approgriate]+Veetata |lh vemditac h e e
al pubblico. 06 (Hospi thapublig®@sPlonl y, not to be sol d
2 AUso riservato agl:. os pedal iappropribté]>e<o nlainhita c he e
extraospedaliero [ wher ewiththe requiemeanta of ®¢teinazione@% n ¢ o m)
Luglio 2005 issued by Agenziat al i ana del Far maco) AVietata | a
only, not to besold to the public)(OSP 2)

3 AUtilizzabile esclusivament e i[wheraapfrdptam d d med a l
compliance with the requirements of Determinaziond_-@§lio 2005 issued by Agenzia Italiana del
Farmaco) #AViepabhkal laovehdos @i tadl use onl vy, not t
F) For medicinal products to be used only by spetig)ishe following is required:

1 AUso riservato all o specialistasp¥icetfatea ]loa ve

G) For psychotropic and narcotic medicinal products falling within the scope of a specific

Italian law (D.P.R. 9 Ottobre r809 as amended) the following is required (in complianitk the

Decree of Ministry of Health 26 Marzo 1979):

1 ASoggetto alla disciplina del D PRychdtbfidadd Tabe
narcotic medicinal products belonging to Table éict®on Areferred to in D.P.R. 9 Ottobre n. 309 as
amended, the statement must be maviwid a red double line as described below (in compliance with

the Decree oMinistry of Health 26 Marzo 1979):

Soggetto alla disciplina del DPR 309/90 Tabella Il A

I dentification and authenticity
National Identification Number must appear on any part of the label as well aspwethble sticker.

Particular information and statements

Statement: AMedicinale Equival ent eo aglaniLaw 26 omp | i a
Luglio 2005 n 149, Art. 1 bis (for generic products on§)t at e ment : icControin
contemporaneo di b e v a n d ein carhptiaacke with the r@quirenvents of he a p p r «
Italian Law 30 Marzo 2001 n 125, Art.7;

Statemental thePr are | a capacit”™ di g U iapprapride, imei c ol i

compliance with the requirements of the Italian Law 30 Marzo 2001 nAtR3,Medicinal products
for intravenous use, containiil mEg/ml potassium.
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In the outer package: in red characterfisDi |tuh @ ech
prima della somministrazione: mortale se infuso
Pictograms

Doping pictogram: in compliance with the requirements of Bleeree of Ministry ofHealth 19
Maggio 2005 (implementing the Italian Law 14 Dicembre 2000 n 3aénended);

pictogram size: @17 mm

Smile pictogram: for non prescription medicinal products in compliance withetherements of the
Decree of Ministry oHealth 1 Febbraio 2002;

pictogram size: @17 mm

LATVIA

Price
The price is not required on the label.

Reimbursement
The reimbursement conditions are not required on the label.

Legal status
There is no specific requirement in respect of the legal status.

Identification and authenticity
The bar code is accepted on the label, but not required.

Information under Article 62 of Directive 2001/83/EEC: symbols or pictograms

Any symbols and pictograms can be used (but it is not obligatory) on the label, ditteoeclements

of advertising.

For example:

Products which may reduce the ability to drive or operate machines can have a wangig. (A

red triangle on a white background.)

Products containing inflammable material can have the international vepsgmmbol

Product containing the active substances manufactured by gemeticalogical means dhe active

substance and the designation of the genetical tehnologically madifieclorganism or cell lines can

have special phrases:

iGo produrktge ms@tsit Owil modi fi cUtie organi smi ( GMO)
iGo produkta satUv0O var bit genUtiski modificUt]i

LITHUANIA

Price
There is no requirement for the price to appear on the label.

Reimbursement
There is no requirement for the reimbursement conmitio appear on the label.

Legal status
There is no requirement for the legal status to appear on the label.
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Identification and authenticity
A bar code is accepted on the label but not required.

LUXEMBOURG

There are no additional requirements

MALTA

No further information is required in the blue box.
THE NETHERLANDS

Price

The price is not required on the label for medicinal products supplied without prescription.

If a medicinal product is supplied on medicinal prescription, the price should bedpdntthe
pharmacy label.

Reimbursement
There is no requirement for the reimbursement conditions to appear on the label.

Legal status

ilf a medicinal product i s only avareqliradotblge on me
expressed inthebble box area as AURO, o r If stipgly &t a cnedicimal A ui t s
product available without prescription is restricted to pharmtty,has to be expressed in the blue

box areas as "UA", "U.A." or "uitsluitend apotheek"

Identification and authenticity
Information for the identification and authenticity are not required on the label. Bararedascepted
on the label, but are not required.

POLAND

Price
The price is not required and not wanted on the label.

Reimbursement
The reimbursemerconditions are not required and not wanted on the label.

Legal status

The following are the specific requirements for the expression of the legal statubaxddearea:

ALek wydaje sin na specjalnie o0zn apedahaschptionecept i
(eg. narcotica)

ALek dostiipny wygNcznie w lecznictwie zamkni Atym

Identification and authenticity
The EAN code is required on thabel.
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Information under Article 62 of Directive 2001/83/EEC: symbols or pictograms

The symbols and pictograms, which are recommended but are not required on the label:

A the road sign, s y mb)oilthe phfarmareuticél iprbdudgthicto strondlyo ent r
influence the psychophysical coordination and have the informétédprohibits to drive and operate

the mechanical equipment for 24 hours atiééing;

A the road si gn),)i theyphebnmteutioaf produat winprescriped(damye or road

of administration indicates that the product may imgaérpsychophysical coordination and necessity

of special caution while driving aoperating the mechanical equipment should be indicated to the
patient;

A radi oact ii the phamaceuticaltprodyct &hioh contains radionuclids

PORTUGAL

Price
The price is required on the label.
The reimbursement conditions are required on the label as a digital code.

Legal status

If applicable, the specific legal status is required to be exgulems the label as one of tfelowing:

medi camento sujeito a receita m®dica especi al
medi camento sujeito a -rerewable)t a m®di ca n«o reno
medi camento sujeito a receita m®dica renovsgve
medi cameaitpadm®di ca restritaodo (restricted).

To To Do I
) e } S ) B 1

Identification and authenticity
A digital code, a bar code and the marketing authorisation number serve to identifydhet.

Information under Article 62 of Directive 2001/83/EEC: symbols or pictograms
AProfloct external use should state fexternal useo

ROMANIA

Price
There is no requirement for the price to appear on the label. Nevertheless, accondatigrial
legislation, the price will be placed locally in the boxedadrg the pharmacist.

Reimbursement
There is no requirement for reimbursement conditions to appear on the label.

Legal status

The legal status is required to be expressed on the label for presenipiyoproductsThe following
mentions must appear ind boxed area:

For medicinal products supplied in pharmacy based on medical prescription valichémtis which

can be retained by the patients:

-Se elibereazt pe bdaPBL de prescripSie medicalltk
For medicinal products supplied in pharmacy based edical prescription which igetained by the
pharmacy:

-Se elibereazt pe bdPRFde prescripSie medicalltk
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For medicinal products supplied in pharmacy based on special medical prescriptioaiseithseal
(narcotics):

-Se el ibereaztitp Piee bmedi dReTSlprepaeciial L

For medicinal products subject to restricted prescription:

-Se el ibereazt pe bazt de prescripSie medicalt r
-prescri pSie ~ nt oc milptekcripoa bymmedalistoctdr)i BRFERc i al i st

- numai pentru utilizare in spital (for hospital use only) S

Identification and authenticity
The bar code is accepted on the label, but not required.

Information under Article 62 of Directive 2001/83/EEC: symbols and pictograms

Medicinal products contraindicated tehicle drivers must have a distinctive sigran equilateral
triangle with the top up, of white color, with red sides and with the length ofra@nd the thickness
of 1,5 mm, having in the center an exclamation mark of black doiangle framed in a s@re of
white color with theside of 15 mm.

SLOVAK REPUBLIC

Price
There is no requirement for the price to appear on the label.

Reimbursement
There is no requirement for the reimbursement conditions to appear on the label.

Legal Status
There are no adtibnal requirements.

Identification and authenticity
The EAN code is required.

Information under Article 62 of Directive 2001/83/EC: symbols or pictograms
There is no requirement for pictograms to appear on the label.

SLOVENIA

Price
The price of medioal product is not recommended on the label.

Reimbursement
The reimbursement conditions are not recommended on the label.

Legal status

The following requirements on the legal status for supply to the patient are to be statedaxed
area: For medianal products, reserved for treatments, which can only be followed in a hospital
environment, the following information is required: “Hdravilo se izdaja le na recepiporablja pa

se samo v bolnignicah.™"

For medicinal products, reserved for treatmentsch can only be followed imstitutions/health care
centers with adequate facilities, the following informatiomeiguired": ZZ- Zdravilo se izdaja le na
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recept, uporablja pa se samo v javnih zdravstventav odi h t er pri pravni h i
opravljajo zdravstveno dejavnost o.

For medicinal products, reserved for treatment of conditions which must be diagnoskdsipital

environment, although administration and folloyw may be carried out elsewhetbe following

information is requiredfi H/ RAuravilo se izdaja le na recept, uporabljaspga s amo v bol ni g
Iziemoma se lahko uporablja pri nadaljevanju zdravljenja na donwu odpustu iz boln
nadal jnjem zdravljenjubo.

For medicinal products intended for outpatients, but which pnaduce very seriousdverse reactions

requiring a prescription drawn up as required by a specialist and spapmlvision through the

treatment, the following information is required: Rp/Sped.Zdr avi | o se i zdaja | e |
pa se po nadilu in pod posebnim nadzoromdr avni ka specialista ali (
zdravni kao.

For medicinal products not subject to medical prescription and supplied in pharroalyieshe

following information is required: "Zdravilo se izdaja brez recepiekarnah."”

For medicinal products not subject to medical prescription and supplied eitblearimacies or non

pharmacy outlets, the following information is required: "Zdravilizdaja brez recepta v lekarnah in
specializiranih prodajalnah.”

If there is insufficient space on the label, only abbreviations can be used (i.e. H, ZZ, dd/Rp
Rp/Spec.)

Identification and authenticity

The Slovenian EAN code on the label is required.

In case of medicinal products derived from blood or plasma, there are adit@®nal specific
requirements: country of origin of blood/plasma must be statbdtance and the designation of the
genetically modified microorganisms or cell lines.

Information under Article 62 of Directive 2001/83/EEC: symbols or pictograms

pMedidnal products which may reduce the ability to drive or operate machineshauest warning

triangle (an empty triangle in the colour of the text) Me di ci n al products whi ch
the ability to drive or operatmachines must have a warnimgngle (a full triangle, red colour)

§ Narcotics must be marked with (8) in the colour of the text

I Limited quantity that may be dispensed at one time; the sign (!) in the colourtekthe

SPAIN

Price
The price should be e#xplrfscss.ed as APVPO and APVP

Reimbursement

The reimbursement conditions are shown on a perforated detachable section of thexbitech

shall include:

A The abbreviation AA.S.S.S.0 if t hhelefpsidedfuct i s
AA. S.S. S.iie,ntiéfs tcoemtpdatbuti on i s of the 10% of t he
A the d§ymbolthe right side of fAA. S.obtheSsocalled f t he
Ahospital di agnostico,

A the national product number (e.g. AC. N. 914317
A the bar code,

This perforéed detachable section should have a black line around it for megiootkicts which are

subject to a special control as regards reimbursement.
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Legal status

The legal status is shown on the blue box as follows:

A for products avakebabl ptiwdohhothemeddblraviatenpon f's
EFP, if the product can be advertised is required,

A for poesgrppobidacts, the symbol: A o,

A for products on restricted medi cfalbwsprescri pti o
Thospital use: AUSO HOSPI TALARI OO0 (H), both word
I Diagnosi s performed in hospital: bdhDWoG&OSTI CO
abbreviation,

iTspeciali st supervision: AESPEBEODbALLVC@AQNTR@L AMEMIO
should be placed on theperforatedgétachakld sdcdon)pf A ASSSO (on
A for products available on a r e requied,btish®uldbe es cr i
pl aced on the right siddtachablésddhpASSSd (on the perfo
A for psychotropic medicinal products the symbol
A for narcotic medicinal products the symbol A 0

Identification and authenticity
A bar code is required. The nat i omneguired;ptis@adixict nu|
digit number code.

Information under Article 62 of Directive 2001/83/EEC: symbols or pictograms

A The symbol A o0 for prod®t®&s which must be stor
A The symbol A " for producdrss which have a shelf
Hospital pack AEnvase cl2nico prohibida su ven
It is possible to use any symbol belonged to any Integrated System of Residues treatinerised

in the country. The symbol should be added in the blue box.

SWEDEN

Price
There is naequirement for the price to appear on the label.

Reimbursement
There is no requirement for the reimbursement conditions to appear on the label.

Legal status
There is no requirement for the legal status to appear on the label.

Identification and authenticity
A bar code is accepted on the label but not requideddic commodity number required (exception
radiopharmaceuticals and herbadicines). Written as Vnr XX XX XX.

UNITED KINGDOM

Price
There is no requirement for price to appear on the label.
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Reimbursement
There is no requirement for reimbursement conditions to appear on the label.

Legal status

The legal status is required to be expressed in the boxed area as one of the following:

T if the medicinal product is available on prescriptaonly:

1 if the medicinal product is available without prescription, but through regigpheathacies only:

Identification and authenticity

Information for the identification and authenticity are not required on the label. Bar codes
are accepted on the labelitlare not required.

EFTA STATES

ICELAND

Price
No requirement for price on the label.

Reimbursement
No requirement for reimbursement conditions on the label.

Legal status
No requirement for legal status on the label.

Identification and authenticity
Nordic commaodity number required ( exception: radiopharmaceuticals and hexthines). Written
as Vnr XX XX XX. Bar code is accepted.

Information under Article 62 of Directive 2001/83/EEC: symbols or pictograms

Products which reduce the ability to driee operate machines must have a warniiangle. The tip
of the triangle points upwards. It is a red triangle on a white backgrtisraize is adapted to fit the
label; its sides are usually 10 mm long and the width ofrtime is usually 2 mm.

NORWAY

Price
No requirement for price on the label.

Reimbursement
No requirement for reimbursement conditions on the label.

Legal status
No requirement for legal status on the label.

Identification and authenticity
Nordic commodity humber required ( exceptioadiopharmaceuticals and herbadicines). Written
as AVnr XX XX XXo. Bar code is accepted.
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Information under Article 62 of Directive 2001/83/EEC: symbols or pictograms

Products which reduce the ability to drive or operate machines must have agvidamigle. The tip
of the triangle points upwards. It is a red triangle on a white backgrtiargize is adapted to fit the
label; its sides are usually 10 mm long and the width ofrtme is usually 2 mm.

9.3.7. Guideline on the Readability die¢ Package Leaflet
of Medicinal Products for Human Use
Revision 1, 12 Janary 2009

Legal framework

All medicinal products placed on the Community market are required by Communitjo lde
accompanied by labelling and packagaflet which provide a set of comprehensiliBormation
enabling the use of the medicinal product safely and appropriately.

According to Article 54, Article 55 and Article 59 of Directive 2001/83/EC of Hgropean
Parliament and of the Council of 6 Novieen 2001 on the Community codelating to medicinal
product s for h u ma Directive 2d01/8%/ECe )medicinah prodects: musii be
accompanied by outer and/or immediate packaigiftgmation (labelling) and a package leaflet.
Article 58 of Direcive 2001/83/EC allows for the omission of a package leaflet whetieeatequired
information can be directly conveyed on the packaging.

Article 56 of Directive 2001/83/EC requires that the particulars to be included labigléng shall be
easily legble, clearly comprehensible and indelible.

Article 56a of Directive 2001/83/EC requires the name of the medicinal produotféased to in
Article 54(a)) to be expressed in Braille format on the packaging, anchdhieeting authorisation
holder to ensur¢hat the package leaflet is made availableomquest from patientsd
formats appropriate for the blind and partiallysighted.

Article 59(3) of Directive 2001/83/EC provides that the package leaflet shall refleceghits of
consultatios with target patient groups to ensure that it is legible, clear andceassy.

Articles 61(1) and 8(3)(j) of Directive 2001/83/EC specify that one or more 1mpslofthe outer
packaging and the immediate packaging of a medicinal product, togethethewitttraft package
leaflet, shall be submitted to the competent authority at the timenarketing authorisation
application. The results of assessments carried out in coopendtiotarget patient groups shall also
be provided.

Article 63(1) of Directive2001/83/EC requires that the labelling and package leaflet sbadlar in
the official language or languages of the Member State where the progilatesl on the market.
Additional languages can be included provided the informaiesented is the sanin all languages.
Article 63(2) of Directive 2001/83/EC requires that the package leaflet must be \aritietdesigned
to be clear and understandable, enabling the users to act appropriatelyyeesbssary with the help
of health professionals. The pagle leaflet must be clearly legibla the official language or
languages of the Member State(s) in which the medipialuct is placed on the market.

Purpose of this guideline

The main purpose of this document is to provide guidance on how to emsutieettinformation on

the labelling and package leaflet is accessible to and can be understood by those who receive it, so that
they can use their medicine safely and appropriately.
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This guideline is written to assist applicants and marketing authorisdtaders when drawing up the
labelling and package leaflet and preparing the mgxkor specimens of the sales presentations (A
mock-up is a copy of the flat artwork design in full colour, presented so that, following cutting and
folding where necessarit, provides a replica of both the outer and immediate packaging so that the
threedimensional presentation of the labelling text is clear. This ropcis generally referred to as a
papercopy and not necessarily in the material of the sales presentatipecimen is a sample of the
actual printed out outer and immediate packaging materials and package leaflet (i.e. the sales
presentation).

The guidance gives advice on the presentation of the content of the labelling and peakage
(required in accalance with Title V of the Directive) and on the design and lagoatepts which
will aid the production of quality information. It includes guidanceconsultations with target patient
groups for the package leaflet.

The guideline also includes inforn@at on how the requirements for Braille can be metwel as
how to make the package leaflet available in formats suitable for the blinghaatidlly-sighted
patients.

Finally, the guideline includes an example of a way of undertaking a test of a @kad.

This guideline is published in accordance with Article 65(c) of Directive 2001/8%BEICh provides

for the development of guidelines concerning the legibility of particaiarthe labelling and package
leaflet.

The guideline is intended to ly to all marketing authorisation procedures and tonadicinal
products, including those available without prescription

Chapter 1 Readability of the package leaflet and the labelling

SECTION A RECOMMENDATIONS FOR THE PACKAGE LEAFLET
GENERAL CONSIDERATIONS

The package leaflet is intended for the patient/user. If the package leaflet is well desidreearly
worded, this maximises the number of people who can use the informatiuding older children
and adolescents, those with poor literacjisiand those wittsome degree of sight loss. Companies
are encouraged to seek advice from specialistsfanmation design when devising their house style
for the package leaflet to ensure tthat design facilitates navigation and access to information

The following guidance sets out recommendations on various aspects relatedotepdm@ation of
package leaflets. It is aimed at helping applicants/marketing authoribatiters to fully comply with
the legal requirements and is based on experieneeawthas been shown that using these techniques
optimises the usability of the package leaflet.

Additional requirements may apply in particular Member States. Applicants should détedk of
those requirements in the Notice to Applicants, Volume ®apter 7.

1. TYPE SIZE AND FONT

Choose a font which is easy to read. Stylised fonts which are difficult to read shoblel usxd. It is

i mportant to choose a font i n whainah fAsliomiclaanr blee t
distinguished frm each other.

The type size should be as large as possible to aid readers. A type size of 9 puietsumed in font

6Ti mes New Romanoé6, not nar r oleast® mm,whotlchbe econselgpeal c e b e
as a minimum. However, for marketiagthorisatiorapplications until 1 February 2011, a type size of
8 points, as me dNewr eRdo mam 6f omtot 6 hiame o wed, with

least 3 mm, should leceptable as absolute minimum.
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Consideration should be given to usinffatient text sizes to enable key informatiorstand out and
to facilitate navigation in the text (for example, for headings).

Consideration should be given to using larger type size where a medicinal procsgedally
intended for an indication linkkto visual impairment (see also Chaptee2tion 6).

The widespread use of capitals should not be used. The brain recognises words irdegitteants
by the word shape, so choose lower case text for large blocks of text.

However, capitals may be usefat emphasis.

Do not use italics and underlining as they make it more difficult for the reader to recthgniserd
shape. Italics, however, may be considered when using Latin terms.

2. DESIGN AND LAYOUT OF THE INFORMATION

The use of fihjpt usstexti afighed tb dotht ledt hand gnd right hand margihslld in
principle not be used.

Line spaces should be kept clear. The space between lines is an importamffaetazing the clarity

of the text. As a general rule the space between oeatid thenext should be at least 1.5 times the
space between words on a line, where practical.

Contrast between the text and the background is important. Factors like paper egmhtof the
paper, size and weight of the type, colour of the type bagaper itselshould be considered. Too
little contrast between the text and the background advewdfédgts the accessibility of the
information. Therefore, background images shoulgrinciple not be placed behind the text since
they may interfere wth the clarity of thenformation making it harder to read.

A column format for the text can help the reader navigate the information. The rhatgieen the
columns should be large enough to adequately separate the text. If sjiaitedsa vertical lire to
separate the text may be used. Related information sholtdpbdogether so the text flows easily
from one column to the next. Consideration shdadldyiven to using a landscape layout which can be
helpful to patients. Where a multilingubdaflet s proposed there should be a clear demarcation
between the differentanguages used; all the information provided in each language should be
assembled.

3. HEADINGS

Headings are important and can help patients navigate the text if used well. Thatbtgpe face
for the heading or a different colour, may help make this information st&n@he spacing above and
below the headings should be consistently applied througheueaflet. Same level headings should
appear consistently (numbering, bullgtitolour,indentation, font and size) to aid the reader.

The use of multiple levels of headings should be considered carefully, as more tHawetwonay
make it difficult for readers to find their way around the leaflet. Howevkere complex informain
has to be communicated multiple levels of headings magbded.

Using lines to separate the different sections within the text can also be helphawagadional tool.
Include all main section headings covered by Article 59(1) of Directive 20@IZ88ithinthe leaflet.
Subheadings and associated text within the leaflet should only be incluithedéf are relevant for the
particular medicine. For example if there is no informatiomeiation to excipients of known effect
this section may be onéid from the package leaflet.

4. PRINT COLOUR

Accessibility is not only determined by print size. Characters may be printed in seeeval colours
allowing them to be clearly distinguished from the background. A difféypet size or colour is one
way of making headings or other important information cleegtjognisable.

The relationship between the colours used is as important as the colours themsehgenekalaule

dark text should be printed on a light background. But there magdassions wn reverse type (light
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text on a dark background) could be considerelidblight for instance particular warnings. In such
circumstances the quality of the printll need careful consideration and may require the use of a
larger type size or bold tex8imilar colours should not be used for the text and background as
legibility is impaired.

5. SYNTAX

Some people may have poor reading skills, and some may have poor health literadg. usen
simple words of few syllabled.ong sentences should not besdslt is better to use a couple of
sentences rather thane longer sentence, especially for new information.

Long paragraphs can confuse readers, particularly where lists of side effects are ifidiedesk of
bullet points for such lists is considerstwre appropriate. Where possible, more than five or six
bullet points in a list are recommended.

When setting out the side effects it is particularly important to consider the order in thwiychre
given so the patients/users may maximise the uskeoinformation. In generagetting out the side
effects by frequency of occurrence, starting with the higfresfuency, is recommended to help
communicate the level of risk to individuals.

Frequency terms should be explained in a way patients/usergndanstand for examplefi v e r y
commono (more than 1 in 10 pati ent swhichwdaddvever,
require the patient/user to take urgent action this should be afforded greaténence and appear at
the start of the section.efiing side effects byorgan/system/class is not recommended since
patients/users are in general not famiigth these classifications.

6. STYLE

When writing, an active style should be used, instead of passive. For example:

- 'take 2 tabletdnstead of2 tablet should be taken','

- 'you must...J's better tharit is necessary ...

When telling patients what action to take, reasons should be provided. Instructionscsnoailfirst,

foll owed by the reasoning, f o msthmak & mmgy brimngon @t a ke ¢
attack?©o.
AYour medi ci ne, this medicine, et c. O psotuotuab d be |

long as the context makes clear what is being referred to.

Abbreviations and acronyms should not usually be usazbsithese are appropriate.

When first used in the text, the meaning should be spelled out in full. Similarly scisytifiols (e.g.

> or <) are not well understood and should not be ulttlical terms should be translated into
language which patients rwaunderstandConsistency should be assured in how translations are
explained by giving the lay termvith a description first and the detailed medical term immediately
after.On a case by cadmsis the most appropriate term (lay or medical) may thendzkthereafter
throughouthe package leaflet in order to achieve a readable text. Make sure that the language used
alerts the reader to all the information relevant to him/her, and gives sufficient detadwomo
recognise possible side effects and usi@dgrd any action which may be necessary.

7. PAPER

The paper weight chosen should be such that the paper is sufficiently thick to techsparency
which makes reading difficult, particularly where the text size is small.

Glossy paper reflects light malg the information difficult to read, so the use of uncogieder
should be considerefilake sure that when the leaflet is folded the creases do not interfere with the
readabilityof the information.
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8. USE OF SYMBOLS AND PICTOGRAMS

The legal provisionsvithin Article 62 of Directive 2001/83/EC permit the use of imagestograms

and other graphics to aid comprehension of the information, but these esmciydgdement of a
promotional nature. Symbols and pictograms can be useful providedeteing ofthe symbol is
clear and the size of the graphic makes it easily legible. $heyld only be used to aid navigation,
clarify or highlight certain aspects of the text atdbuld not replace the actual text. Evidence may be
required to ensure that their maamis generally understood and not misleading or confusing. If there
is any doubt about thmeaning of a particular pictogram it will be considered inappropriate. Particular
care willbe needed when symbols are transferred or used in other languagesvef siee leaflet

and further user testing of these may be necessary.

9. ADDITIONAL INFORMATION

9.1. Product ranges

There should, in principle, be a separate leaflet for each strength and pharmaceutical form
medicinal product. On a cabg-case basisnational competent authorities or tHeuropean
Commission may however agree to allow the use of combined package feaftitterent strengths
and/or different pharmaceutical forms (e.g. tablets and capsfesistance where achieving a
recommendedose necessitates a combination of diffestr@ngths, or when the dose varies from day
to day depending on the clinical respofisambined package leaflets for different strengths for
medicines authorised through tleentralised procedure, applicantaynwish to consult guidance
provided by th&eMEA at http://www.emea.europa.eu/htms/human/qrd/qrdplt/2509002.pdf)

Simple reference to other strengths and pharmaceutical forms of the same mediovagspossible

if necessary for the therapy. For instgnegerring to a different strengtbr referring in the package
leaflet of a tablet which is unsuitable for children todkailability of an oral solution for children.

9.2. Products administered by a healthcare professional or in a hospital

For a prodct administered by a healthcare professional, information from the summargdafct
characteristics for the healthcare professional (e.g. the instructions for usepedualduded at the
end of the patient leaflet e.g. in a tedir portion, to be remved priorto giving the leaflet to the
patient. Alternatively the complete summary of prodtiaracteristics could be provided in the pack
along with the package leaflet.

For a product administered in hospital additional package leaflets (in additibae tmeprovided in
the pack) may be made available on request to ensure that every pat@ving the medicine has
access to the information.

10. TEMPLATES FOR THE PACKAGE LEAFLET

The templates provided in all EEA languages on the EMEA Website
(http:iwww.emea.europa.eu/htms/human/qrd/grdtemplate.htm) reflect the partioutach must
appear on the labelling and package leaflet of medicinal products accordirgdtive 2001/83/EC.
They will help to ensure that the information appears as intebhygdte Directive, and to ensure
consistency in the information provided across a numbeilifigrent medicines and across Member
States.

For the purpose of regulatory submissions to national competent authorities/EMExt thersion of

the product inform@on is to be presented in the format and-day (seef QRD conventi ono
EMEA Website athttp://www.emea.europa.eu/htms/human/qrd/grdplt/grdconvention.pdf) using the
electronicproduct information templates.

When using these templates, reference lshbe made to relevant Community Guidelin€RD

Guidance and the AAnnotated QRD Tempvtacbneptete whi ct

each section and which can be found on the EMEA Website
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(http://www.emea.europa.eu/htms/human/qrd/qrdplt/AnedfeémplateH.pdf) and the Heads

of Agencies Website

(http://www.hma.eu/uploads/media/QRD_annotated_template_ CMDh.pdf).

Having used the templates provided, marketing authorisation applicants/holders willestillto
format the resulting text into the rgnt full colour mockups or specimensf the package leaflet.
Also applicants should remember that using the template dogma@intee compliance with Article
59(3) of the directive and consultations with targatient groups will still have to be ciad out on
the full colour mockup or specimen dhe package leaflet.

SECTION B RECOMMENDATIONS FOR THE LABELLING
GENERAL CONSIDERATIONS

Labelling covers both outer packaging and inner packaging. Although inner packagirigclude a
lesser set of paculars, many of the principles outlined in relation to oytackaging will apply
equally to the labelling of blister packs or other small package waitelling ensures that the critical
information necessary for the safe use of the medicitegible, easily accessible and that users of
medicines are assisted in assimilating iiiesrmation so that confusion and error are minimised.
Those involved in the design of labelling should consider the following sections psigbrassion to
the competenauthority. The recommendations given in relation topekage leaflet (section A) may
be applicable to labelling and should be borne in mindiésigning and laying out the required
information on labels. The particulars appearingtlom label of all medinal products should be
printed in characters of at least 7 points (oadfize where the lower case "x" is at least 1.4 mm in
height), leaving a space between linéat least 3 mm.

In particular the information presented on small packs will needutarensideration s¢hat the text
is presented in as large a type size as possible to reduce the likelimedicdtion error.

According to Article 57 of Directive 2001/83/EC, additional labelling requirements apaly in
particular Member States ingect of price, reimbursement conditions, legtakus for supply and
identification and authenticity. Applicants should check detaiha@$e requirements in the Notice to
Applicants, Volume 2A, chapter 7.

Labelling must contain all elements requiredAticle 54 of Directive 2001/83/EC or lasser set of
elements where the provisions of Article 55 of the same Directive apply.

Nevertheless, of the information items listed in Article 54 of Directive 2001/83/&3in items are
deemed critical for the 8ause of the medicine. These items are:

- name of the medicine;

- strength and, where relevant, total content;

- route of administration.

Where possible these should be brought together using a sufficiently large type sizéabplling.
Having thesetems together in the same field of view should be consider@di@n to aid users.

1. NAME OF THE MEDICINE

Article 54(a) of Directive 2001/83/EC sets out what is required in relation to the narttee of
medicinal product. The full name of the medicinabdqurct, with its strength and ifgharmaceutical
form, and, if appropriate, whether it is intended for babies, childreduits, should appear on the
outer packaging and on the immediate packaging toaadlirate identification of the medicinal
product.

Where the medicinal product contains up to three active ingredients, the INN/conama{s) of
these active ingredient(s) should be stated after the full name on thepagterging and the
immediate packaging, unless the INN/common name(s) is part ofiaiime. The INN should be
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afforded due prominence for safety reasons. Where spacepieratum the shortened term for
pharmaceutical form, as stated in the in the list of ED®t andar d Ter msd may be
immediate packaging.

For requirements conadng Braille, see Chapter 2.

2. STRENGTH AND TOTAL CONTENT

In some cases the packaging may need to contain information on both the quantitit petume

and on the total quantity per total volume. The total quantity per votaime can be particularly
important for safety reasons for injectable products and attesticines available in solution or
suspension.

Different strengths of the same medicinal product should be expressed in thensamer: for
example 250 mg, 500 mg, 750 mg, 1000 mg and NOT Trajling zerosshould not appear (2.5 mg
and NOT 2.50 mg). The use of decimal points (or comshauld be avoided where these can be
removed (i.e. 250 mg is acceptable whereas 0.25rpt). For safety reasons it is important that
micrograms is spelt aun full and notabbreviated. However, in certain instances where this poses a
practical problem whicleannot be solved by using a smaller type size then abbreviated forms may be
used, ifjustified and if there are no safety concerns.

3. ROUTE OF ADMINIS TRATION

This should be as registered in the summary of product characteristics (SP@gamiging to the

standard terms. Negative statements should not be used: for eXalptet f or i ntr aveno.l
principle only standard abbreviations may be aadpt(i.v., i.m., s.c.,). In addition, a list of other,
nonstandard abbreviations which can be usegPC and labelling is published on the EMEA website
(http://www.emea.europa.eu/htms/human/qgrd/docs/listnonstandard.pdf). Other nonstanitsdof
admnistration should be spelled out in full. Some routesadinistration will be unfamiliar to

patients and may need to be explained withinptekage leaflet. This is particularly important when

medicinal products are made availafaeselfmedication.

4. DESIGN AND LAYOUT

Applicants and marketing authorisation holders should make best use of thesiddge to ensure
that the important information is clearly mentioned on prime spacetheommuter and immediate
packaging, presented in a sufficientdyge type size. Comparggos and pictograms (if accepted in
accordance with Article 62) may be presented, wispgece permits, on the outer packaging and on
immediate packaging, provided they do mbéerfere with the legibility of the mandatory infornuat.

Use of a large type size will be appropriate, although other factors may also be imjpontaiking
the information legible. Consideration should be given to theslraeing andise of white space to
enhance the legibility of the information provild-or some smalview. The use of any innovative
technique in packaging design to aid in the identificatod selection of the medicinal product is
encouraged. It is also encouraged where spateaipremium.

Colours should be chosen to ensure a gomutrast between the text and the backgrowndssure
maximum legibility and accessibility of the informatiohlighly glossy, metallicor reflective
packaging should be avoided, as this affects the legibility of the information.

Different colours in the ame of the product are discouraged since they may negativehct on the
correct identification of the product name. The use of different coloumistonguish different
strengths is strongly recommended.

Similarity in packaging which contributes to nigation error can be reduced by fdicious use of
colour on the pack. The number of colours used on packs willasetll consideration as too many
colours could confuse. Where colour is used orotlter pack it is recommended that it is carried onto
primary packaging to aid identificatiaf the medicine.
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Where a multlingual outer and/or immediate packaging is proposed there should dleam
demarcation between different languages where space permits.

All outer packaging must include space for tirescribed dose to be indicated andiob | ue box o0 4
information as required by Member States (see section 6)

5. TEMPLATES FOR LABELLING

The templates provided in all EEA languages on the EMEA Website
http://www.emea.eu.int/htms/human/qrd/qrdtemplate tefiect the particulars whictmust appear on

the labelling and package leaflet of medicinal products accordibireative 2001/83/EC. They will

help to ensure that the information appears as intebglélde Directive, and to ensure consistency in

the information.

For the purpose of regulatory submissions to national competent authorities/EMEZxt thersion of

the product information is to be presented in the mandatory formatlagral u t (see N QRI
conventiono on the EMEA Website at
http://www.emea.eupa.eu/htms/human/qrd/qrdplt/grdconvention.pdf) using the electnordduct

information templates.

When using these templates, reference should be made to relevant Community Gui@&iDes,
Guidance and the AAnnotated QBUantecorh@Mtacbneptete whi ct
each section and which can be found on the EMEA Website
(http://www.emea.europa.eu/htms/human/qrd/qrdplt/AnnotatedTerdglpté) and the Heads

of Agencies Website (http://www.hma.eu/uploads/media/QRD_annotated_template_ CRHDh.pd

Having used the templates provided, marketing authorisation holders will still ndedmat the

resulting text into the relevant full colour meaks and specimens of thackaging.

6. OTHER INFORMATION

As foreseen by Article 57 of Directive 2001/B€, a Member State may ask fadditional

information to appear on the packaging concerning identificatiomatianticity of product, the legal

category for supply and the price. National rules ®jiply in these circumstances and details on the

reque ment s for t he fetogniie ard decéntralised proaeduresdre given in the

Notice to Applicants, Volum&@ A, chapter 7. The fAblue boxd requir
are setoutinthddoti ce to Applicant &n thegackagimy inbr@ationfioGu i d e |
medicinalpr oduct s for human use authorised by the Cor

7. BLISTER PACK PRESENTATIONS

For blister pack presentations it is important that the particulars remain availableusethg to the
point at which the lasdose is removed. Often it will not be possibleapply all the information over
each blister pocket, consequently where a random displélyeoihformation is proposed it should
frequently appear across the pack. In all cases itheilacceptable to ply the batch number and
expiry date to the end of the blister striptd€hnically possible, applying this information to both ends
of each strip should beonsidered. Where a urdbse blister presentation is proposed all the
informationrequired for kister packs must appear on each unit dose presentation.

In addition, blister foils should be printed to ensure maximum legibility of the informasomg a
sufficiently large font.

Colour for the text and the font style, should be chosen carefully &sgibdity of thetext on the foll

is already impaired due to the nature of the material. Where possible, nonrefleatiegal or
coloured foils should be considered to enhance the readability affdrenation presented and the
correct identification bthe medicine.
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8 SMALL CONTAINERS

Where the labelling particulars set out in article 54 of Directive 2001/83/EC canapplied in full

to the labelling of small containers, as a minimum the particulars set dutiiahe 55(3) of the
directive shouldbe applied. Other information required in Article By be added as appropriate,
where space permits. The criteria for small container statusd normally apply to containers of
nominal capacity of 10ml or less. However, otfeators may need to bekin into account such as

the amount of information which hasltie included and the font size necessary to ensure the legibility
of the informationlnnovative pack design is encouraged where space is at a premium (e.g. the use of
wraparoundor concertinalabels). Paper labels are recommended to increase the legibilttye of
information applied to, for example, ampoules.

Chapter 2 Specific recommendations for blind and partiallysightecatients

Directive 2004/27/EC amending Directive 2001/83/EC includkdnges to the label amhckage
leaflet requirementsThis guidance interprets the requirements for Braille on the packaging, and the
requirements for the package leaflet to be made available in formats for the blipartalty-sighted
according to Aiitle 56a.

1. LEGAL TEXT
Directive 2001/83/EC as amended by Directive 2004/27/EC, Article 56(a)

AiThe name of the medicinal pr odu cdse beagresseeliner r e d
Braille format on the packaging. The marketiagthorizaton holder shall ensure that the package
information leafletismadavai | abl e on request from patientsbo

for theblind and partiallys i ght ed. 0

Directive 2001/83/EC as amended by Directive 2004/27/EC, Article 54(a)

fi T h ame rof the medicinal product, followed by its strength and pharmacedtical and if
appropriate, whether it is intended for babies, children or adults;

where the product contains up to three active substances, the international nonpropmitaey
(INN) shall be included, or, if one does not exist, the commanme . 0

2. IMPLEMENTATION

The provision of Article 56a will apply after the end of the implementation pérR@Oct 2005/ to
all medicinal product approved after this date. It will not apply idfiately to products authorized
before 30 October 2005.

Nevertheless companies are encouraged to apply the provision to all medicinal procods as
possible. For specific implementation requirements reference is made trelévant national
legislation and EMEA guidance for Centrally Authorised Products.

3. BRAILLE

Braille is the internationally widespread reading and writing system for blind and partiallysighted
people. The system was founded in 1825 by Louis Braille (188%2), wholived in Frane and
himself was blind. Braille is not a language, it is just another waga and write a language.

Braille consists of arrangements of dots which make up the letters of the alphabbgrs and
punctuation marks. The basic Braille symbol is calkeriBraille cell.

Due to the reason that there are differences in Braille in different countries, the §llefletter

(size of Braille cell) has to be standardized. The use of Marburg Medhighly recommended.

The uncontracted Braille system shibbe used. In this system every Braille charafBeaille cell)
makes up the letter of the alphabet, punctuation mark, numbers, etcoifinacted Braille system
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with lettercombinations should not be used, except in suwdlime packaging (up to 10 mblume)i
see paragraph bel ow under fAScopeo.

4. SCOPE

AiThe name of the medicinal product, asawagf erred
which allows clear identification for blind people. According to the definition in

Article 1(20) of Diect i ve 2001/ 83/ EC as amend e ihveitedmame n a me ,
not liable to confusion with the common name, or a common or scieméifie accompanied by a
trade mark or the name of thehisvented) ndme the magdicimalut h or i
product followed by its strength should be puBiille on the packaging of the product.

For medicinal products authorised only in a single strength, it is acceptable that omyethied

name in Braille is put on the packaging.

This interpretation does not prevent companies to express further infornjaliarmaceutical form,

and if appropriate, whether it is intended for babies, childrendaoits, etc) in Braille on bigger

volume packages on a voluntary basis. Also the inclueiothe expiry date in Braille would be

welcome, although it is acknowledged that this matyalways be feasible.

For Herbal Medicinal Products the Braille requirement will be restricted to the inveated of the

Medicinal Product only. Where the name considtshe active substance(shformation could be

limited to the plant name (+ plant part in those cases where spagtslare available), plus the type

of preparation and the strength in those cases veeerral strengths exist.

In case of small volumeackages (up to 10 ml) with limited space capacity, alternatieans of

providing Braille information may be considered, eg. use of contracted Bsgikem or certain
defined abbreviations or addition of suppl ement a
Particular consideratn should be given to medicinal products likely to be used by a\higylally

impaired target population, eg. certain eye drop preparations.

In case of multilingual packaging, the name in Braille has to be printed in all the diteEmgoages
concernedCompanies are encouraged to use the same invented namestmminenedicinal product.

There is no need to put the name in Braille on the packaging of products which airgedgd for
administration by health care professionals, for example it isegoired tgout the name in Braille for

vaccines.

5. PACKAGING

The name in Braille does not have to be printed on the immediate packagimdy asblisters,
ampoules and bottles it only has to appear on the outer/secondary packdmamgjs normally a
carton. In case where there is no secondary packaging, e.gvtdugee bottles (500 ml, 1000 ml,
etc.), it is possible to fix an adhesive Braille label arothdbottle during the manufacturing process.
On a voluntary basis companies can put the narBeaifie on all packaging components.

Affixing an adhesive Braille label at the point of sale/dispensing of the medicinal padteuest is
not recommended, due to the risk of affixing the wrong Braille labetanfiision.

Concerning the location ohé Braille on the outer packaging there is no need to purdie dots
on an empty space of the packaging, but the underlying printed text hasasiligdegible.

Where Braille is present on the (outer) packaging of a medicinal product, pargteter/parallel
distributor should ensure that the same Braille text is provided ilatigeage(s) of the member state
of destination and that the original Braille text will matise confusion.

6. PACKAGE INFORMATION LEAFLET FOR BLIND AND PARTIALLY -SIGHTED

On request from patients' organisations the package leaflet should be provigedtifily-sighted
people in a suitable print, taking into consideration all aspeetermining the readability (eg.
fontsize: Sans serif typefaces, 4180 point, contras black letters on white paper, word spacing, text
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alignment, line spacing, layout, papguality). For blind people the text has to be provided in an
appropriate format, it isecommended to provide the text in a format perceptible by hearing (CD

ROM, audiocassette, etc.). In certain cases the appropriate format may be the packagekzide

in Braille.

Choice of the appropriate medium should be made by the marketing authorisation iholder
consultation with representatives of organizations for lthed and partially sighted. lis the
responsibility of the marketing authorization holder to provide the package leafletquest from
patientsdé organizations i n anourrenfpversioois suppied.e f or mat
These requiremmds concerning the package leaflet for blind and part&diiited personalso fully

apply to parallel importers/distributors.

Chapter 3 Guidance concerning consultations with targepatient groups for the package leaflet

1. INTRODUCTION

According to Aticles 59(3) and 61(1) of Directive 2001/83/EC as amended by Dire2ié/27/EC

new requirements apply to the package leaflet. Article 59(3) as ameegaides that consultation

with target pati ent gr oups (letnansteer the ceadalsilitylandat i o n €
usefulness of the package leaflet to patients.

Article 59(3) reads:

ifiThe package |l eafl et shall r e f | e cgtoups tb ensuredghstu | t s
it is legible, clear and easy to use. 0

Article 61(1) state that:

fiThe results of assessments carried out in cooperation with target patient gsbapsalso be

provided to the competent authority.

Article 63(2) states that:

N"nThe package | eafl et must b andesstandableeenabatmedserd e si g n e
to act appropriately, when necessary withithe | p of heal th professional s.
In addition Article 28(2) and (3) of Directive 2001/83/EC requires that produtt®rised through the

mutual recognition and decentralised procedures will resudtharmonised package leaflet between

Member States.

2. SCOPE

For all marketing authorisations granted after 30 October 2005, all the requiremeotst det
Directive 2001/83/EC as amended apply. Therefore all package leaflets incluGednimunity or
national marketing authorisations have to be checked accordingly andftiheation about the
patient consultation must be included in the application dossier.

For changes to existing marketing authorisations, the need for user consultation cqreraple
situations where significant changes are made to the package leaflettheiligh a variation or a
procedure according to Article 61(3) of Directive 2001/83/EC.

3. FORMS OF PATIENT CONSULTATION

Articles 59(3) and 61(1) of Directive 2001/83 requinat the package leaflet reflects tresults of
consultations with target patient groups to ensure that it is legible, cleaaaydo use and that these
results of assessments carried out in cooperation with tpagjeint groups are also providedtte
competent authority.

They do not define the precise method to be used. As a consequence, these ppisitdngser
testing as well as other appropriate forms of consultation.
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3.1 User testing

One of the possible ways of complying with Article 59(3i s by per f or mofiteeg a 6u
package leafleUser testing means to test the readability of a specimen with a group of selected test
subjects. It is a development tool which is flexible and aims to identify whether or rinfdimeation

as pesented, conveys the correct messages to those who read it. Testirdpésetbt improve the
quality of the information but it will indicate where there preblem areas which should be rectified.
The user testing should be part of Module 1thefapfication dossier.

Care should be taken that user testing is performed on the basis of the package lealeicasaity
supplied with the product. This will require the use of a full moplof theleaflet in the colours and
style and on the paper asead for the leaflet in the marketgdck. In particular, in the case of
multilingual package leaflets, colour, style (includitype size) and paper of the language version
subject to user testing should be identicahpackage leaflet as supplied witle marketed pack.

3.2 Other methods

Other methods than user testing may be acceptable provided that the outcome tbasubies
information is legible, clear and easy to use so that patients can locate impddiamation within
the package leafletunderstand it and enables the user to ampropriately. Such alternative
methodology will have to be justified by ttegplicant/marketing authorisation holder and will be
considered on a cabg-case basis.

4. DEMONSTRATION OF PATIENT CONSULTATIONS

In general, performing the user testing or another justified consultation method ve#iskatial prior
to granting or varying any marketing authorisation under eithecenéralised, mutual recognition,
decentralised or national procedures.

Member States anthe European Medicines Agency agreed on harmonised Qurdityew of
Documents (QRD) templates for the package leaflet to ensure trsathiry information appears as
intended by the Directive 2001/83/EC. Compliance with QRD templates does not exat from the
obligation to undertake a user test or ofieem of user consultation.

4.1 New consultation for a medicinal product

In the following situations a user consultation is always required:

- First authorisation of a medicinal product with a netiva substance,

- Medicinal products which have undergone a change in legal status,
- Medicinal products with a new presentation,

- Medicinal products with particular critical safety issues.

4.2 Reference to already approved package leaflets accordingAdicle

59(3) and Article 61(1) of Directive 2001/83/EC

The evidence from tests on similar package leaflets may be used where appropriate.

Examples of when this may be considered acceptable based on a sound justification by the
applicant/marketing auth@ation holder are:

A extensions for the same route of orgpithryigeal/ st r at i

laryngopharyngeal,
same safety issues identified,
A same class of medicinal product .

It may be appropriate for an applicant/marketinghatisation holder to refer to eepresentative
sample of package leaflets for medicinal products which comply with néhe legislative
requirements. The types of package leaflets should be chosen carehdlydpresentative of one or
more of the folloving considerations:
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A recently approved package |l eaflets for a cor
A reflect complex issues of risk communication
A medical terminology which requires detailed
However, certain p&age leaflets may require further user consultation to praddssurance that
patients will benefit from the information provided. This is e.g. the edsere user consultation
concentrates on one particular aspect of a leaflet which may pae&dular patient attention, e.qg.
expression of risk of side effects or complex instructtoms to administer the medicinal product.

Member States, in the framework of the CMD(h), have issued additional guidance in the
CMD(h)/ QRD document i CPatierst Gloups tmeéeting therefuirdmen® afr g e t
Article 59(3) without the need for a full tédsRecommendationsf@& r i d gi ng o .

5. TESTING OF MULTIPLE LANGUAGE VERSIONS

The package leaflet should be legible, clear and easy to read in all EEA languagevatar af
principle it is normally sufficient to undertake patient consultation in one BBduage. Results of
such consultation should be presented in English for the centralisedntralised and mutual
recognition procedure, or in the national languéay nationaprocedures to permit the assessment of
the test to be undertaken by competent authmeggponsible for granting the marketing authorisation.
In the centralised, decentralised and mutual recognition procedure, only the Eagiishge versin

of the package leaflet will be agreed during the scientific assessment.

The quality of translation should be the focus of a thorough review byaphécant/marketing
authorisation holder once the original package leaflet hasgreperly tested and midied.

During the drafting of the original package leaflet every effort should be made to ¢msuthe
package leaflet can be translated from the original to the various nddogakges in a clear and
understandable way. It is important that thecoote of the useconsultation is then correctly
translated into the other languages. Strict literal translafroms the original language may lead to
package leaflets which contain unnatural phraesslting in a package leaflet which is difficult for
patients to understand. Therefodifferent language versions of the same package leaflet should be
6f ait hf ul éalowing farmregioralt translatisn flexibility, whilst maintaining the same core
meaning.

Following the grant of the marketing auttsation, the responsibility for the production fafthful
translations will rest with the marketing authorisation holder in consultation tvéhMember
States/European Medicines Agency.

If user consultation has been performed on a package leafletordtlRD templatethere is no need

to be retested when updating according to the new QRD template.

6. PRESENTATION OF RESULTS

The presentation of results should be summarised5 explaining how the consultatexeswdsd and
how the resulting package léstf accommodated any need for change. Simamary should be in
Module 1.3.4 of the application and should have the followtngcture:

1. Product description

2. Consultation or test details, such as:

- Method used

- Explanation on the choice of populatioonsulted

- Language(s) tested

3. Questionnaire (including instructions and observation forms)

4. Original and revised package leaflets

re
W
e X

5. Summary and discussion of r esulrdvisiondmnsadebt) ect s 6

relevant package l8at section)
6. Conclusion
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All other details should be available on demand.

7. APPROVAL BY THE COMPETENT AUTHORITY

In approving package leaflets the competent authorities will look for evidence that péuplere

likely to rely on the package leaflet caunderstand it and act appropriately. Aognsultation

submitted in support of a package leaflet will need to cover the following:

A Data gathered from users under defined condit]i
A The people who are | ikely {taomedicdnewl dependupdn@ p ac k &
number of factors and may include carers (e.g. pargaiBers, friends, as well as nursing assistants)

rather than patients if the mediciisegenerally intended for administration by someone other than the
patient.

A order to ensure that those involved can understand and apply the inforntlagiogvidence

presented must demonstrate that they can pick out the reief@mation, interpret this and describe

the action they would take as a result.

A The k ey wilmédda bmdefinedprior to the consultation by rrketing authorisation

holder and is likely to include significant side effeetgrnings, what the medicine is for and how to

take/use the product.

ANNEX - ILLUSTRATION - ONE WAY OF UNDERTAKING A TEST OF A PACKAGE
LEAFLET

This information is included for illustrative purposes only and is an example of a nie¢taduld be
used for consultation with target patient groups.

The method described covers dneone, faceo-face, structured sets afterviews,involving at least
20 participants reflecting the population for whom the medicimgténded. As indicated above, other
performancébased methods are equally valid, adnpetent authorities will judge applications on a
case by case basis.

1. PERFORMING THE TEST

Testing of package leaflets may be done by the Marketing Authorisation holder ocdmgpany
contracted to carry out such testing on its behalf. It should be carried out bypanenced
interviewer with good interview, observatioraald listening skills.

Ideally the person writing the package leaflet should help draw out the questionnadaxasidnally
accompany the interviewer during testing, to enable direct transfearsiing. In addition, it may be
useful to involve patierd s soci ati ons othedesgr@thetést. pati ent sdé i n
A full colour mockup or specimen of the package leaflet intended for the market plastebe used

for testing.

2. RECRUITING PARTICIPANTS

Ensure a range of different types of people who ate tbimagine needing to use theedicine.
People selected should be representative of the population to be treatedogtanedicines this
criteria will be sufficient since the leaflet information will need taabeessible to all newly diagnosed
patiens. However, for some medicines you will needhimlve carers.

Be sure to exclude people who are directly involved with medicines such as docises and
pharmacists.

Remember that information which can be used by the least able will be benefialaUf®rs. Try and
include:

- particular age groups such as young people and older peoespecially if themedicine is
particularly relevant to their age group;
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- new users or people who do not normally use medicines, particularly for informatizcided with
new medicines likely to be used by a wide range of peopleai@atgesics or antihistamines);

- people who do not use written documents in their working life;

- people who find written information difficult.

Recruit participants from wherever fisost relevant and practical. For example you cagéd: older
peopl eds me e thélpnggoupp, Patient sipport gwUips, commuiytres, parent and
toddler groups.

3. SUGGESTED TESTING PROCEDURE

Only small numbers of participants are needec dim is to meet the success criteria iotal of 20
participants (excluding the pilot test). The important thing is not-tesgparticipants whom you have
already tested. You can achieve this by undertaking:

- a pilot of around & participants is lmmended to test that the questions will wiorkractice; as
you gain experience, you may be able to use just two or gasieipants in the pilot test or move
straight to the main testing phase;

- during testing review the results and make any negeasgendments to the packdgaflet;

- repeat tests until you have satisfactory data from a group of 10 participants;

- a final test of a further 10 to see if the success criteria are also met in this furtfier. 19 20
participants in total on therfal proposed package leaflet).

4. PREPARING FOR THE TEST

You are advised to:

- draw up a new protocol for each medicine;

- include questions that reflect all the important and difficult issues, and use rigieessment
criteria;

- make sure the questis cover finding, understanding and the participants ability tapgropriately;

- include a set of expected correct answers;

- design the test to last no more than 45 minutes, to avoid tiring participants.

Ensure that the questions reflect any spedscies for safe and effective use aothpliance issues
related to the medicine being tested. Testing is most beneficial whequéistions relate to areas
where patients6é fears ar e geicauashfetywidsyes with & rmedea s
during user testing of the package leaflet isreobommended.

The interviewer should:

- reassure the participants that it is the document which is being tested not them;

- allow the participant to read the whole of the leaflet if they wish;

- use awritten set of questions for reference;

- ask the questions orally;

- adopt a conversational manner, allowing ample opportunity for interaction wipattieipant;

- ask participants, once they have located the required information, not to read Iy dicentthe
leaflet but to put it into their own words where appropriate.

As well as recording the answers to the questions, observe how each participanttharneédtet and
searches for information, noting, for example, whether people beconee tosifused. This will yield
valuable information about how to improve the structurthefpackage leaflet.

The questions should:

- adequately cover any critical safety issues with the medicine;

- be kept to a minimum; usually 25 will be enough, thoughane may be required ispecial cases,
e.g. if there are significant safety issues to be investigated,;

S

d e
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- cover a balance of general and specific issues; a general issue might be what toddeeifia
missed, while a specific issue might relate to a didetethat occurparticularly with that medicine;

- be phrased differently from the text of the leaflet to avoid participants provatiegers based
merely on identifying groups of words;

- appear in a random order (i.e. not in the order the informappears in the leaflet);

- cover the preparation/handling instructions for products with complex administiatiares; the use
of dummy containers and active demonstration by participartgisuraged.

Copies of the protocol(s) including the questiosked, the responses offered, thent er vi ewer 0
written observations and the different versions of the package leaflet teastdbe submitted in
module m1-3-4 of the application dossier to the competauhority for review. Information on how
to presenthe results is set out in Chapteisdction 6.

5. SUCCESS CRITERIA

The purpose of user testing is to achieve a legible, clear and easy to use packagadeafiestich all
suggestions from the user testing should be taken into consideratitimeonise justified. Questions
asked within the test should be drafted carefully in ordegdioproperly that key messages for safe use
specific to the medicine can be understaad found within the text. Drafting easy or trivial questions
simply with an aim bensuring success must not occur.

A satisfactory test outcome for the method outlined above is when the informediogsted within
the package leaflet can be found by 90% of test participants, of v@8mcan show that they
understand it. That means lbave 16 out of 20 participants alitefind the information and answer
each question correctly and act appropriately.

However, it need not be the same 16 participants in each case. The success criteeedviil be
achieved with each question. Resultsiot be aggregatetl.you use a different performance based
method, different success criteria mayappropriate. Competent authorities will consider these on a
caseby-case basis
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9.3.8. Guidance concerninipe Braille Requiremnts
for Labelling and the Package Leaflet
ENTR/F2 D(200FArticle 56a of Directive 2001/83/EC as amended)

Directive 2004/27/EG amending Directive 2001/83/EQncludes changes to the lalzid package
leaflet requirementsThis guidance interprets the requirements for Braille on the packaging, and the
requirements for the package leaflet to be made available in formats for the bliparaaity sighted
according to Article 56a.

Legal text:

Directive 2001/83/EC as amended Directive 2004/27/EC, Article 56 @he name of the medicinal
product, as referred to in Article 54 a must alsekgressed in Braille format on the packaging.

The marketing authorization holder shall ensure that the package informationiseaféete asilable

on request from patients organisations in formats appropriatéhéoblind and partialhgighted.
Directive 2001/83/EC as amended by Directive 2004/27/EC, Article3Hhename of the medicinal
product, followed by its strength and pharmaceuficah, and if appropriate, whether it is intended
for babies, children or adults; whetbe product contains up to three active substances, the
international nosproprietaryname (INN) shall be included, or, if one does not exist, the common
name.

Implementation

The provision of Article 56a will apply after the end of the implementation pérB@Oct 2005/ to

all medicinal product approved after this date. It will not appiynediately to products authorized
before 30 October 2009\evertheless companiesre encouraged to apply the provision to all
medicinal productas soon as possible. For specific implementation requirements reference is made to
therelevant national legislation and EMEA guidance for Centrally Authorised Products.

Braille

Braille is the internationally widespread reading and writing system for blindpaniially sighted
people. The system was founded in 1825 by Louis Braille (180852), who lived in France and
himself was blindBraille is not a language, it is just another wayead and write a languadgeraille
consists of arrangements of dots which make up the letters of the alphahbers and punctuation
marks. The basic Braille symbol is called the Braille d@lle to the reason that there are differences
in Braille in different countries, the type ®&raille letter (size of Braille cell) has to be standardized.
The use of Marburg Medium FEghly recommende@he uncontracted Braille system should be used.
In this system every Braille characi@raille cell) makes up thketter of the alphabet, punctuation
mark, numbers, etc. Treontracted Braille system with letteombinations should not be used, except
in smallvolume packaging (upto 10 mlvolunie} e e par agraph bel ow under i

Scope

ARThe name ofprdckcucnediad nmaéferred to iinawayti cl e
which allows clear identification for blind people. According to the definifiorArticle 1.20 of
Directive 2001/ 83/ EC as amend engentédtndine natdblent , whi c
confusion with the common name, or a common or sciemtédime accompanied by a trade mark or

the name of t he mar k ethei(invgnted mamie ofr theznzedidinal pprodbco | d e r
followed by its strength should be putBnaille on the pakaging of the product.

For medicinal products authorised only in a single strength, it is acceptable that omyethied

name in Braille is put on the packagirhis interpretation does not prevent companies to express
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further information (pharmaceutial form, and if appropriate, whether it is intended for babies,
children oradults, etc) in Braille on bigger volume packages on a voluntary basis. Also the inclusion

of the expiry date in Braille would be welcome, although it is acknowledged thanalgisot always

be feasibleFor Herbal Medicinal Products the Braille requirement will be restricted to the invented
name of the Medicinal Product only. Where the name consists of the active substarfoefgtion

could be limited to the plant name (+ pgrart in those cases where seveatts are available), plus

the type of preparation and the strength in those cases séharal strengths exist.

In case of small volume packages (up to 10 ml) with limited space capacity, altematws of
providing Braille information may be considered, eg. use of contracted Bsileem or certain
defined abbreviations or a dPdrticular comsiderdtion shouydpbe e me n t
given to medicinal products likely to be used by a higlually impared target population, eg. certain

eye drop preparationfn case of multilingual packaging, the name in Braille has to be printed in all

the differentlanguages concerned. Companies are encouraged to use the same invented name for the
same medicinal pragtt. There is no need to put the name in Braille on the packaging of products
which are onlyintended for administration by health care professionals, for example it is not required

to put the name in Braille for vaccines.

Packaging

The name in Braille d&s not have to be printed on the immediate packagisigch asblisters,
ampoules and bottles, it only has to appear on the outer/secondary packdmimgis normally a
carton. In case where there is no secondary packaging, eg. \lduyee bottles (50@nl, 1000 ml,
etc.), it is possible to fix an adhesive Braille latedund the bottle during the manufacturing process.
On a volunteer basis companies can put the name in Braille on all packagipgnentsAffixing an
adhesive Braille label at the poiof sale/dispensing of the medicinal produet request is not
recommended, due to the risk of affixing the wrong Braille label @rdusion.Concerning the
location of the Braille on the outer packaging there is no need to plr#iee dots on an empty
space of the packaging, but the underlying printed text has wa&ity legible.Where Braille is
present on the (outer) packaging of a medicinal product, pairalberter/parallel distributor should
ensure that the same Braille text is provided inldimguage(s) of the member state of destination and
that the original Braille text will natause confusion.

Package information leaflet for blind and partially sighted

On request the package leaflet should be provided for partially sighted peopleutabde print,
taking into consideration all aspects determining the readability (eg. For8aize serif typefaced6

- 20 point, contrast: black letters on white paper, wapdcing, text alignment, line spacing, layout,
paper quality ). For blind peopléthe text has to be mvided in an appropriate formatt is
recommended to provide the text ifoamat perceptible by hearing (EROM, audiocassette, etc.). In
certain cases thappropriate format may be the package leaflet available in Br@teice & the
appropriate medium should be made by the MAH in consultationrefittesentatives of organizations
for the blind and partially sighted. It is the responsibibfythe marketing authorization holder to
provide the package leaflet on request frpatient organizations in an appropriate format and to
ensure that the current versiorsigoplied.This provision of Article 56a will apply after the end of the
implementation period 30 October 2005i to all medicinal product marketing authorization
applicatons approved after this date. It will not apply immediately to products authorized t8ffore
October 2005Nevertheless companies are encouraged to apply the provision to all medicinal products
as soon as possible. For specific implementation requiremefagence is made to thelevant
national legislation and EMEA guidance for Centrally Authorised Prodddiese requirements
concerning the package leaflet for blind and partially sighted pei@sosfully apply to parallel
importers/distributors.
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9.39. Operational Procedurd y | | YRE Ay 3 2F &/ 2y adzZ G @
with Target PatienGBNR dzLJa ¢ 2y t I+ O1F3S [ SIF ¥t SGa

for Centrally Authorised Products for Human Use
Doc. Ref. EMEA/277378/2005

1. Introduction

Articles 593) and 61(1) of Directive 2001/83, as amended, require that the package leaflet shall reflect

the results of consultations with target patient groups to ensure that it is legible, clear and easy to use

and that the results of assessments carried outojpecation with target patient groups shall also be

provided to the competent authority.

The articles do not define the precise method to be used. As a consequence, these provisions permit
Ouser testingb6b as well as other appropriate forn
This is addressed in the draft EU guidance document published on the website of the European
Commission for consultation:
(http://pharmacos.eudra.org/F2/pharmacos/docs/Doc2005/08_05/USERTESTING_20050817.pdf).

To guide applicants/iMAMH wads ht a amgwt 6 p@an s eintt atgr o
reviewed in the centralised procedure, some practical/operational issues are addressed below.

This guidance applies to centralised procedure applications concerning new medicinal products for
human useas of 20 November 2005. For ongoing applications, which are before day 120 on 20
November 2005, the required information needs to be provided by Day 121. For all other ongoing
applications for which a marketing authorisation will be granted as of 20 Neve2b5, submission

and review of the required information needs to be discussed with the EMEA onby-case basis.

Where significant changes are made to the packea
consultationd s hacasdoydcasbleasic onsi dered on

2. Submi ssion and assessment of i nformation on 6

PreSubmission

Duringthe pres ubmi ssi on phase the applicant may di scus
EMEA and (Ce) Rapporteur i f necessary. Thi s di scussion m
consultationd would be necessary or whether a |
could be acceptable.

DAY 1-120
At the time of the submission of the application theessuo f 6 user consultationd
Module 1.3.4. In the Day 80 Assessment Reports (AR) sent to the CHMP members and to the

applicant a comment shal/l be included on whether
is foreseen, orwhhieher t he justification for its absence o
In case a Ouser consultationd of the PL hlas beer
Rapporteur wild/|l i nclude t he aatsisoensés menn tt hoefi rt hDea yr e
Reports (AR), as well as a conclusion on the overall readability of the PL and outline possible

deficiencies. By Day 100 CHMP members should a

reqguirement foranduders/dhenms wmilstsetsisanedm t eapertsfohe &6 u s
the assessment of the O6user consultationdé inforn
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DAY 120-121

Withinthe clockst op t i me, the applicant may untdeket ake i
account of questions on the O6user consultationbd
included in the CHMP List of Questions (LoQ).

DAY 121-150

| f not included in the initial s furtherniclariBcationrnast he r €
requested, will be submitted as part of the answers to the LoQ at Day 121.

In the Day 150 Joint AR the (GoRapporteur will include the ass

consultationd or of a ny asfwelr @s haeconclusidbnaon ithe ioveralt i o n
readability of the PL and forward it to the applicant and to the CHMP members.

Modul e 1.3.4 O6user conRsRiaptpaotritoenudr 6rse sausl stess samedn tt ho
PL readability will also be forwardeto the QRD Group, as useful information when reviewing the

draft product information around Day 160.

DAY 180
By Day 180 CHMP may identify outstanding issues,
consultationd6 carried out.
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9.3.10. Guidance concerning consultations with targetient groups
for the package leaflet
May 2006, Article 59(3) and 61(1) of Directive 2001/83/EC
as amended by Directive 2004/27/EC

1. INTRODUCTION

According to Articles 59(3) and 61(1) of Directive 2001/83/EC as amended by Dir2o0ve27/EC

new requirements apply to the package leaflet. Article 59(3) as amended rélgiresnsultation

with target pati ent g caaiedposit to( dérmosstrathe ceadabdlity bridat i o n €
usefulness of the package leaflet to patients.

Article 59(3) reads:

ifiThe package |l eafl et shal/l r e fphtient grougs loensurestisatu | t s
it is legible, clear and easy tsue . 0

Article 61(1) states that

fiThe results of assessments carried out in cooperation with target pgtiemps shall also be

provided to the competent authority.

Article 63(2) states that:

N"nThe package | eafl et must bdendevstandalileeamablangntbde usee s i g n e
to act appropriatelybo

In addition Article 28(2) and (3) of Directive 2001/83/EC requires that products authitmieadgh the

mutual recognition and decentralised procedures will result in a harmqrdaskdge leaflet bhereen

Member States.

2. SCOPE

For all marketing authorisations granted after 30 October 2005, all the requirements set out in
Directive 2001/83/EC as amended apply. Therefore all package leaflets inclu@ednmunity or
national marketing authorisatiorig|ave to be checked accordingly and thrmation about the
patient consultation must be included in the application dossier. Fgriltamce is given in section 8

of this guideline.

For changes to existing marketing authorisations, the need for ussritation covers irprinciple
situations where significant changes are made to the package leaflet, either thvauighian or a
procedure according to Article 61(3) of Directive 2001/83/EC.

3. FORMS OF PATIENTS CONSULTATION

Articles 59(3) and 61(1) ddirective 2001/83 require that the package leaflet shall reflecethdts of
consultations with target patient groups to ensure that it is legible, clear and easyatad that these
results of assessments carried out in cooperation with targettpgiteeipsshall also be provided to
the competent authority.

They do not define the precise method to be used. As a consequence, these provisionsegrermit
testing as well as other appropriate forms of consultation.

3.1 User Testing

One of the possiblevays of complying with the new legal requirement is by performir@ was e r
testingéd of the package | eaflet.

User testing means to test the readability of a specimen with a group of selected test Huisjects.
development tool which is flexible and aintsidentify whether or not the informatias presented,
conveys the correct messages to those who read it. Testing itself doepmee the quality of the
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information but it will indicate where there are problem anehich should be rectified. The use
testing should be part of Module 1 of the applicatiossier.

3.2 Other methods

Other methods than user testing may be acceptable provided that the outcome ensures that the
information is legible, clear and easy to use so that patients can locatéamhpaiormationwithin

the package leaflet, understand it and enables the user to act appropriatelyalt8ucitive
methodology will have to be justified by the applicant/marketing authorishtdoter and will be
considered on a cabg-case basis.

4. DEMONSTRATION OF PATIENTS CONSULTATION

In general, performing the user testing or another justified consultation method edltéetial prior

to granting or varying any marketing authorisation under either the centrafisggil recognition,
decentraked or national procedures.

Member States and the European Medicines Agency agreed on harmonised Quality Review of
Documents (QRD) templates for the package leaflet to ensure that the statutory infoappdiars as
intended by the Directive 2001/83/EC amended. Compliance with the QRBmplates does not
exempt from the obligation to undertake a user test or other form afarssrltation.

a) New consultation for a medicinal product

In the following situations a user consultation is always requirgdt Buthorisation of anedicinal
product with a new active substance,

AMedicinal products which have undergone a change in legal status,

AMedicinal products with a new presentation,

AMedicinal products with particular critical safety issues.

b) Refererce to already approved package leaflets according to Article 59(3) and Article

61(1) of Directive 2001/83/EC

The evidence from tests on similar package leaflets may be used where appropriate. Etamges
this may be considered acceptable based on uadsqustification by theapplicant/marketing
authorisation holder are:

Aextensions for the same route of administration e.g. intravenous/intramuscaisopbaryngeal/
laryngopharyngea,

Asame safety issues identified,

Asame class of medicinal product.

It may be appropriate for an applicant/marketing authorisation holder to referepresentative
sample of package leaflets for medicinal products which comply with the Iegislative
requirements. The types of package leaflets should be chosen gaiefdirepresentative of one or
more of the following considerations:

Arecently approved package leaflets for a corresponding medicinal product,

Areflect complex issues of risk communication which may need careful handling,

Amedical terminology whichequires detailed explanation .

However, certain package leaflets may require further user consultation to preagdeirance that
patients will benefit from the information provided. This is e.g. the gdsere user consultation
concentrates on one pattar aspect of a leaflet which may nepalrticular patient attention, e.qg.
expression of risk of side effects or complex instructions tuoadminister the medicinal product.
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5. TESTING OF MULTIPLE LANGUAGE VERSIONS

The package leaflet should be legibtdear and easy to read in all EEA languages. Asater of
principle it is normally sufficient to undertake patient consultation in one BEduage. Results of
such consultation should be presented in English for the centratiseéntralised and mudl
recognition procedure, or in the national language for natjgmoaledures to permit the assessment of
the test to be undertaken by competent authoeggonsible for granting the marketing authorisation.
In the centralised, decentralised and mutuebgeition procedure, only the English languagesion

of the package leaflet will be agreed during the scientific assessment.

The quality of translation should be the focus of a thorough review by the applicant/marketing
authorisation holder once the arigl package leaflet has been properly tested and modieting

the drafting of the original package leaflet every effort should be made to ensutketipaickage
leaflet can be translated from the original to the various national languagescliearaand
understandable way. It is important that the outcome of the user consultation isothectly
translated into the other languages. Strict literal translations from the ofiggiage may lead to
package leaflets which contain unnatural phrasedtieg in a packagéeaflet which is difficult for
patients to understand. Therefore, different language versioime cglame package leaflet should be
6faithful é& transl at i on sflexiility, whist mantaihirg the same ¢oe n a | t
meaning.

Following the grant of the marketing authorisation, the responsibility for the productitaitrdtil
translations will rest with the marketing authorisation holder in consultation withVidmaber
States/European Medicines Agency.

If user consulttion has been performed on a package leaflet in the old QRD template, thermeisd

to be retested when updating according to the new QRD template.

6. PRESENTATION OF RESULTS

The presentation of results should be shortened to a summary explainingehcansultatiorwas
executed and how the resulting package leaflet accommodated any need for charsyenhbey
should be in Module 1.3.4 of the application and should have the foll@tringfure:

1. Product description

2. Consultation or test detailsich as:

- Method used

- Explanation on the choice of population consulted

- Language(s) tested

3. Questionnaire (including instructions and observation forms)

4. Original and revised package leaflets

5. Summary and di scussi opnoblamé identdied anidtrevisiofmade oj ect s 6
relevant package leaflet section)

6. Conclusion

All other details should be available on demand.

The report and the results of the consultation should be presented in English éentitadised,
decentralised anehutual recognition procedure or in the national languagedtional procedures.

7. APPROVAL BY THE COMPETENT AUTHORITY

In approving package leaflets the competent authorities will look for evidence that pdwuplere
likely to rely on the package ldaf can understand it and act appropriately. Amonsultation
submitted in support of a package leaflet will need to cover the following:

AData gathered from users under defined conditions

AThe people who are likely to rely on the package leaflet farticplar medicine wildepend upon a
number of factors and may include carers (e.g. parents, partners, friemad, &s nursing assistants)
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rather than patients if the medicine is generally intendeddorinistration by someone other than the
patient.

A In order to ensure that those involved can understand and apply the information, the
evidence presented must demonstrate that they can pick out the relevant infointatioret this and
describe the action they would take as a result.

AThe key information will need to be defined prior to the consultation by the marketingrisation
holder and is likely to include significant side effects, warnings, whatnidicine is for and how to
take/use the product.

8. OTHER ISSUES FOR CONSICERATION

The Member States or the European Medicines Agency will have considered other asedati®m
to consultation or user testing and usability of package leaflets and additinthahce is available or
under development concerning:

ATiming of user consultation, submission and assessment within the evalpeticedure;

AGuidance in relation to usability and presentation of information;

AGuidance on how user testing should be carried out and what alternative naethadseptable.
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9.3.11. Procedure for Review of Information on Medicinal Products
by patients’and Consumers”Organisations
EMA/174255/2010 Rev. 2

Introduction

The European Medicines Agency (EMA) is responsible for progidnformation about medicines
authorised via the centralised procedure which includes information directed to the patient and the
publ i c. During the preparation of this informat.i
organisations to ensaithat it is adequately formulated and comprehensible to the target audience.

The package leaflet (PLi$ supplied to the patient in the package in which the medicinal product is
contained, and provides information related to the use of the medicine.

The EPAR summaryis a laylanguage document, available on the EMA website, which contains
general information about the medicine. It also provides a summary of the grounds on which the EMA
based its recommendation for the medicine to receive a marketingisatioo.

These documents are initially prepared during the course of the procedure for evaluating the
marketingauthorisation application for a medicine; they follow specific deadlines and are confidential
during the evaluation. The review procedure dbed herein also includes the review of PLs at the

time of their renewal.

Safety communicationsefer to documents which are specifically addressed to the public once a
medicinal product has been authorised and which conveys an important (emergingemelsding

to the product. For example, informing patients when a product is withdrawn or suspended from the
market for safety reasons, has a new contraindication or warning, or where there is a product defect or
supply shortage.

As expressmdwonk tbe ©ORFealnteraction between the
Organi sationsé (EMEA/ 354515/ 2005) the EMA shoul
and consumersd organisations (PCOs) soathaentshbe
and the gener al publicds expectations.

This document describes the procedures for involving PCOs during the EMA review of PLs and
EPAR summaries and in the preparation and dissemination of Agency safety communithésas.

procedures are managby the EMA Medical Information Sector (MIS) as part of its responsibilities

for interacting with PCOs.

Background

Articles 78(1) and 78(2) of Council Regulation (EC) No 726/2004 provide a mandate for the EMA to
develop interaction with PCOs:

1. A T hvleanagement Board shall, in agreement with the Commission, develop appropriate contacts
between the Agency and the representatives of the industry, consumers and patients and the health
professions. These contacts may include the participation of obsenversrtain aspects of the

Agencyods wor k, under conditions determined befo
with the Commission. 0
2AiThe committees referred to in Article 56(1) an

establishedn accordance with that Article, shall in general matters establish contacts, on an advisory
basis, with parties concerned with the use of medicinal products, in particular patient organisations
and healthc ar e pr of essi onal s6 aisteddoy thesd doronmtiees m&aompmo r t e u
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advisory basis, establish contacts with representatives of patient organisations andchealth
professional sé associations relevant to the indi

The EMA/CHMP Working Group wt h Patients Organisations (for
Consumersé6 Working Party) recommended that feedt
information contained in package leaflets, public statements and similar materials intended for th
public.

Proposed scope of interaction

The purpose of the consultation between the EMA and PCOs on these documents is not to rewrite
them but to ensure that the information is clear and understandable by the target audience, and that it
fulfils their needs in terms of information content.

The consultation of PCOs on safety communications includes several different types of important
material to be addressed to the public, such as questanswer documents relating to emerging
safety information, whdrawal or suspension of a product from the market for safety reasons, shortage

in supply or new contraindications or warnings. PCOs will also systematically be involved in the
preparation of communications when they have previously been involvedhenbét/risk evaluation

of the product.

Procedural principles for the interaction

Organisations and experts to be involved

Any organisation that is consulted must fulfil t
Organi sati o6ns0d 04 EMAHhANK) and be l i sted i n t he
organisations (See: http://www.ema.europa.eu/Patients/organisations.htm).

The O6Rules of involvement of member (s) of Patien
related activitt s 6 (EMA/ 161660/ 2005) wi || appl y. Since

procedures, they will have to adhere to the same rules as all other experts participating in EMA
activities, especially with regard to confidentiality undertaking and the EMA @d&onduct.

Since the documents to be reviewed are in English, experts should be fluent in English. In addition,
they should have access to appropriate informa@ohnology equipment and to the Internet.

With regards to the participation in the paegtion and dissemination of safety communications, the
experts involved should also have a good understanding of the specific therapeutic area in question.

Identification of a list of experts

Every organisation fulfilling the criteria for involvementEMA activities will be invited to designate

experts for participation. After consideration, the EMA can nominate them as EMA experts and they

wi || be included in the Agencyb6s European expert
proposed and moinated whenever necessary.

As far as possible, for consistency and efficiency reasons, each organisation should nominate one of
their members as a coordinator. This coordinator will be the initial reference contact point between the

EMA and the organisain and will have the responsibility of ensuring that experts from their
organisation adhere to the abewentioned rules, in particular with regard to confidentiality
undertakings and declarations of interests.
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The EMA will prepare a list of nominated BCexperts, identifying the coordinator for each
organisation, as well as the area of expertise of each expert, if relevant.
This |ist wildl be updated according to organisat

Consultation process

For each document to be ped, the EMA will consult an organisation(s) that specialises in the
therapeutic area of the product, from the abmentioned list. If there is no specialised organisation
available, a general organisation will be consulted. If there is more than gaisation having
expertise in the field, the EMA will select which organisation(s) to consult. Experts who have
participated in specific training organised by the EMA will have preference.

The EMA will send the request for review to the coordinator.

When providing comments to the EMA, the coordinator should identify the expert(s) having
participated to the review.

The EMA will organise only one round of consultation and will ensure processing of the comments as
part of EMA procedures. The final versiavill be circulated for information to the organisation
having participated.

The EMA wil!|l monitor the PCOsdé input in these
Patientsd6d and Consumersd6 Organisations Working P

Training

All nominated experts will be invited to attend training sessions at the EMA, currently held on an
annual basis, to introduce the procedure. Preference for attending the training sessions will be given to
those recently added to the list of experts. Outside ofdming sessions, all training material will be
provided to new experts.

Confidentiality

All documents subject for review and covered in this procedure are confidential (i.e. PLs, EPAR
summaries and safety communication material) until they are mdaie.pll experts must have
signed confidentiality undertaking at the time of being involved in the review.

Implementation

The specific procedures for each type of review mentioned above are annexed hereafter.
Annex |

Procedure for review of PL

Package Leaflet

The Package Leaflet (PL) is part of the product information that is approved at the time of marketing
authorisation by the regulatory authority. It is initially prepared by the applicant (pharmaceutical
company), when requesting a marketinghatsation. The PL is prepared in accordance with legal
requirements, as well as with EMA templates and guidance.

For centrally authorised medicines, the EMA reviews the PL proposed by the company at the time of
initial evaluation for marketing authorisan and after the commercialisation of the product. During
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EMA reviews, scientific and linguistic amendments are proposed by assessors, and the quality and
content of the PL are deeply scrutinised prior to finalisation of the product information by the EM
relevant scientific committee; the Committee for Medicinal Products for Human Use (CHMP).

Initial marketing -authorisation procedure

The EMA is responsible for the centralised procedure. This procedure results in a single marketing
authorisation thiais valid across the European Union, as well as in Iceland, Liechtenstein and Norway.
The marketingauthorisation applicant (pharmaceutical company) will submit a consolidated dossier
on the medicine to be authorised, including a proposal for the Engliston of the PL. This dossier

is evaluated by the Agency's relevant scientific committee (CHMP) within 210 days, at the end of
which the committee adopts an opinion on whether the medicine should be marketed or not. This
opinion is then transmitted to éhEuropean Commission, which issues a formal decision on the
authorisation of the product.

In parallel to the scientific assessment, the EMA and its Quality Review of Documents (QRD) group
perform a linguistic review of the English version of the PL betwBays 124165 of the assessment
procedure (before the CHMP gives a final opinion).

Upon receipt from the company of an EN PL at Day 121, the EMA forwards it to all QRD members
for comments (via written procedure) within 15 days. The consolidated cosaentsent to the
company by Day 157 for implementation. The procedure foresees the possibility of a meeting at the
EMA around Day 165 (EMA QRD su@roup meeting) with EMA, QRD representatives, with the
participation of company representatives, if necessar

Renewal procedure

A Community marketing authorisation is initially valid for five years and may be renewed after this
period on the basis of a-ewaluation of the riskenefit balance by the CHMP. To this end, the
marketingauthorisation holder (@mmaceutical company) will submit a consolidated dossier on the
medicine, including a revised proposal for PL. This dossier must be assessed within 90 to 120 days by
the CHMP before the marketing authorisation expifEsh i s procedur e i s call
procedur ed.

In parallel to the scientific assessment, the EMA and its QRD group perform a linguistic review of the
English version of the product information. Linguistic comments are consolidated and sent to the
pharmaceutical company by Day 75 of theqadure.

PCO experts review

The purpose of the consultation and interaction between the EMA and PCOs is not to rewrite the
document, but to confirm that the information is clear and understandable by the target audience, and
t hat i t f ulnkddd is tertnshoé infgrmabion iconténs It is acknowledged that the PL of
every medicine undergoes a readability testing by target patient groups during the evaluation
procedure (Articles 59(3) and 61(1) of Council Directive 2001/83/EC, as amended byivBirec
2004/27/EC). The current procedure does not intend to be a repetition of it. Specific comments are
recommended rather than general ones.

Review of PLs at the time of initial evaluation for marketing authorisation

PCOs experts perform the review iargllel to QRD members; thereafter the comments will be
compiled for both groups (QRD members and PCO experts) simultaneously and sent to the company.
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At the request of the EMA, and depending on the comments received and the issues to be discussed,
PCO exerts may be invited to participate in an EMA QRD-gubup meeting.

The documentation will be exchanged bgnail (via a secure system called Eudralink), and comments
should be made clear by using track changes mode (without modifying the original text).

The procedure for evaluating new PLs is as follows:
Start of the evaluation procedure.
EMA Medical Information Sector (MIS) will contact the coordinator(s) of the selected
organisation(s) requesting availability for the review of a symed. giving a response
deadline of 5 days.
Once an organisation has responded, MIS will provide the PL for review.
The coordinator will organise the review and send back comments to MIS within 10 days after
receipt of the docuent.
QRD will validate comments and transmit them to the applicant, without naming the
organisation.
PCO experts will be informed if their participation is requested at an EMA QRIQrsuip
meeting.
The CHMP will adopt the PLsapart of its opinion.
The final PL will be sent to the coordinator of the reviewing organisation for information.

Review of PLs at the time of the renewal of a marketing authorisation

The procedure for evaluating renewal PLs is the same as for nesasippls (above), apart from the
overall application timeline (days) which are shorter, but which does not affect the review time for the
PL.

Annex I

Procedure for review of EPAR summary

EPAR summary

When a marketing authorisation is granted for a niedj the EMA publishes a European public
assessment report (EPAR). The EPAR provides a comprehensive summary of available data on the
quality, safety and efficacy of the product, justifying its marketing authorisation. The EPAR also
includes a summary witeén in a manner that is understandable to the public.

The EPAR and the EPAR summary have to be prepared within 70 days of a CHMP positive opinion
being adopted, to be available at the time of the marketing authorisation.

The first draft of the EPAR sumary is prepared by the EMA, within the Medical Information Sector
(MIS), immediately after the CHMP opinion. According to the internal procedure for the preparation
of EPAR summaries, the first draft prepared by the Medical Information Sector is semtdaltation

first to CHMP and EMA project managers (10 days), and then to the applicant (5 days). The EPAR
summary is finalised within about one month, and has to be adopted by the CHMP as part of the full
EPAR. Finally, the EPAR summary has to be traeslainto all official EU languages before
publication.

PCO experts review

The purpose of the consultation and interaction between EMA and PCOs is not to rewrite the
document, but to ensure that the information is clear and understandable by the taegeeaadd

that it fulfils their needs in terms of information content.






