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PRESS RELEASE 

May 2004 - Technical

REQUIREMENTS OF EUROPEAN DIRECTIVES AND STANDARDS RELATING TO SUNGLASSES

ESA’s Role

As a liaison member of European (CEN) and International (ISO) Standards Technical Committees dealing with sunglasses, and your official body in the Personal Protective Equipment (PPE) Expert Group, ESA represents your interests at European and International levels. This membership also allows ESA members to involve themselves in the discussion of technical issues relating to the development of standards and directives pertinent to sunglasses.  

European Directives

Achieving the free movement of goods throughout Europe lies at the heart of the drive to create the single European Market and, in May 1995, EU Ministers agreed on a “New Approach to technical Harmonisation of Directives and Standards” to fulfil this objective.

“New Approach” Directives set out “essential requirements” that must be met before products may be supplied anywhere within the EU. These Directives are legislative instruments, which oblige member countries to introduce them into their existing laws, and are to be adopted in all European Economic Area (EEA) countries: Austria, Belgium, Cyprus, Czech Republic, Denmark, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Liechtenstein, Lithuania Latvia, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Spain, Slovakia, Slovenia, Sweden and the United Kingdom. 

The Directives say how manufacturers are to show that their products meet the “essential requirements” and it is only by meeting these requirements that manufacturers can put the CE mark on the product. The CE marking then allows for legal sale and free movement of the product throughout the EU. 

Because sunglasses are important to our health they have been included in the Directive for Personal Protective Equipment, 89/686/EEC, normally referred to as the “PPE Directive”

This Directive lays down the conditions governing the placing on the market, and free movement within Europe, of PPE and the basic requirements which it must satisfy in order to ensure the health protection and safety of users. The Directive defines PPE as “any device or appliance designed to be worn or held by an individual for protection against one or more health and safety hazards”.

So, how do sunglass manufacturers comply with the PPE Directive? The first thing is to determine the category (simple or complex) within which sunglasses are classified. Where the designer/ manufacturer assumes the end user, themselves, can “assess the level of protection provided against the minimal risks concerned..” the PPE can be designated as “simple design”. Sunglasses fall into this category.

For PPE of “simple design”, such as sunglasses, to demonstrate compliance the Directive sets out relevant conformity assessment procedures that must be followed in order to meet the essential requirements. Firstly, for sunglasses, it is sufficient for the manufacturer to self-certify that their product meets the essential requirements. This self-certification is a declaration by which the manufacturer responsible for placing on the market affirms that the product conforms to the provisions of the Directive. Where neither the manufacturer nor his authorized representative is established within the European Community, it is the company, or the retailer, who places the PPE on the Community market that is responsible for the Self-certification process and for keeping the technical documentation.

The directive also requires sunglasses to conform to basic health and safety requirements and in providing a declaration of conformity the manufacturer is responsible for showing that the sunglasses conform to the relevant harmonised European standards. 

European Standards

Although the New Approach” Directives (Community laws) set out “essential requirements” these requirements are only general in nature. Because of this the EU is continually developing harmonized standards known as European Norm (EN) standards, which fill in the detail.  The responsibility for developing these EN standards has been passed to the European Committee for Standardization (CEN) or jointly to CEN and the European Committee for Electrotechnical Standardization (CENELEC). These EN standards define the criteria for meeting the essential requirements. 

CEN has been established to develop European Standards and Directives. By the same token, ISO (International Standards Organisation) is also tasked with similar aims on an international level. CEN standards are drawn up at Technical Committee level, with the committees being made up of representatives from EU members of CEN. 

The CEN committee, and its Working Group, responsible for Sunglasses is CEN/TC 85 WG1 - Sunglare Eye Protectors (Secretariat:  Germany (DIN), Secretary: Mr R. Baur, Chair: Mr D. Schirmacher).

So what exactly is a “Standard”?

The British Standards Institute (BSI) defines a standard as “a published specification that establishes a common language, and contains a technical specification or other precise criteria and is designed to be used consistently, as a rule, as a guideline or a definition”. 

“Standards are applied to many materials, products, methods and services. They help make life simpler and increase the reliability and the effectiveness of many goods and services we use.”

BSI describes an example of this as the format of plastic credit cards, where standard number EN ISO/IEC* 7810:1996 defines their dimensions. Adhering to this standard means that the cards can be used worldwide. 

Standards are designed for voluntary use and do not impose any regulations. However, laws and regulations may refer to certain standards making compliance with them compulsory.

The European Sunglasses Standard EN1836:1997

In order to meet the essential requirements of the PPE Directive sunglasses have to be tested to, and conform to, EN 1836:1997 (Personal eye protection-Sunglasses for general use and filters for direct observation of the sun).

This standard defines requirements for transmittance properties, optical properties, minimum robustness and information and labelling. It also requires that sunglasses are safe to wear with no sharp protrusions or defects that could cause harm, are not combustible and are made from materials that are non-toxic when in contact with the skin.

The current Standard (EN 1836:1997 Incorporating Amendments 1 and 2, published November 2002)) makes reference to several other standards relevant to sunglasses as “eye protection”, including:  

*EN 166:1995 (Personal eye protection –Specifications)

*EN167: 1995 (Personal eye protection – Optical test methods)

*EN168: 1995 (Personal eye protection – Non-optical test methods)

 (*These 3 standards were republished as revised standards in 2002)

The Nickel Directive

In 1976 Directive 76/769/EEC, the Marketing and Use of Dangerous Substances and Preparations Directive, was introduced. It sought to harmonise the marketing and use of dangerous substances and preparations in the European Community for the first time. One of the substances included in this Directive was nickel.

In 1994, Council Directive 94/27/EC, the 12th Amendment to Directive 76/769/EEC was adopted. It introduced measures to counteract nickel sensitisation and requested the European Committee for Standardisation (CEN) to publish test methods standards to demonstrate the conformity of products with the Directive. It is up to the manufacturer to decide if their product falls under the Nickel Directive and to have the product tested accordingly. 

The requirement of the Nickel Directive is currently met by two European standards:

EN 1811: 1999, which covers the “Reference test method for release of nickel from products intended to come into direct and prolonged contact with the skin”

EN 12472: 1999, which covers the “method for the simulation of wear and corrosion for the detection of nickel release from coated items.

Most metal sunglasses are based on nickel silver, an alloy of copper, zinc and around 15-25% nickel.  It is therefore a requirement of sale that sunglasses should conform to the Nickel Directive whenever they have metal parts “that may come into direct and prolonged contact with the skin”. 

Currently, it is only by demonstrating conformance with EN 1836:1997 and the nickel standards  (EN1811: 1999/ EN 12472: 1999) that sunglasses can be legally placed on the market within the EU.

However, because the Italian spectacles industry was unhappy with the destructiveness of the Wear Test (EN12472), and because no provision was made for spectacle and sunglasses frames in EN 12472, it devised its own wear test, which is currently published as ENV14027: 2000. 

This move, towards a less aggressive test for spectacle frames is winning support from the rest of the Community and Amendment 2 of EN 1836:1997 now specifies testing spectacle frames (including sunglasses) to ENV14027. At the same time EN 12472 is being revised, to include the less aggressive wear test from ENV14027, and should be published at the end of 2005.

Children’s Sunglasses

In the case of children’s sunglasses we also need to consider other aspects of health and safety when placing the product on the market.  Children can be less careful with their sunglasses and, although not considered as such, may treat them as a toy, putting them in their mouth and chewing them. There is therefore a risk of the child being exposed to materials in the sunglass that may be hazardous to their health. 

There is a European Safety of Toys Directive, 88/378/EEC, that defines the requirements that must be met before a toy can be CE marked and placed on the market within the EU. This directive defines a 'toy' as any product or material designed or clearly intended for use in play by children of less than 14 years of age, and the main objective of the Directives is the protection of the health and safety of children, and to prevent, as far as possible, the placing on the market and putting into service of unsafe toys.  

The European harmonized standards that pertain to the Toys Directive are the standards of the EN 71-series, and part 3 of EN 71 covers the specification for migration of certain toxic elements that may be present in toys and lays down limits for these toxic elements, including lead, antimony, mercury, arsenic, barium, cadmium, chromium and selenium, any of which could be present in paints or pigments used to decorate the sunglasses.

Although EN 71 clearly states that sunglasses are not included in the standard, as they are not classified as a toy, manufacturers should always strive to meet the standard as part of their due diligence process. In fact, in the UK, children’s sunglasses are not placed on the market unless they meet EN 71-3:1999.

Testing Of Sunglasses

In order to confirm that sunglasses conform to the PPE Directive they must be tested to 

EN 1836:1997. Either the company placing the sunglasses on the market has to operate its own in-house test laboratory or testing has to be subcontracted to an external, accredited test laboratory. Minimum test equipment required to carry out these tests include a UV/Visible spectrophotometer, an instrument for measuring optical powers of lenses, a polarised axis checker for polarised lenses, mechanical testing equipment, such as frame deformation, and, of course, experienced technicians to operate equipment and carry out visual inspection for material and surface quality.

If additional claims are to be made then additional equipment to test for enhanced robustness (drop ball) and high- speed particle impact resistance (ballistics proof) will also be required.

Information and Labelling Of Sunglasses

EN 1836:1997 requires “at least the following information shall be supplied by the manufacturer or supplier in the national language(s) of the state of destination”.

In the form of a marking on the sunglass frame, or on an affixed label or the packaging, or any combination thereof: 

a)
The identification (name) of the manufacturer or supplier.

b)
The Filter Category number

c)
Reference to the standard EN 1836:1997

d)
In the case of filters not suitable for driving (either FC4 or failing traffic signal recognition), a warning “Not suitable for driving” in the form of the approved pictogram (minimum height 5mm) or in writing.

e)
Unless the filters comply with clause 4.1.3.4 the warning “Not for direct viewing of the sun” 

f)
Any additional claims, such as increased robustness, shall be in accordance with clauses 4.5 and 5.2

In addition to this, EN 1836 requires that the e following information, normally kept in a Technical File, shall be drawn up by, and available from, the manufacturer or supplier “in the national language(s) of the state of destination”:

a)
Name and address of manufacturer or supplier

b)
Type and performance of the filter, eg

i.
Photochromic filter

·
Luminous transmittance in the faded state

·
Luminous transmittance in the darkened state

·
The photochromic range Rp as a measure for the photochromic performance.

ii.
Polarising filter

·
The degree of polarisation in percent

iii.
Gradient filter

c)
Instructions for care and cleaning

d)
Explanation of the markings

e)
Optical Class

f)
The position of the reference point, as specified in the technical file, if different from the     defined one.

g)
The nominal value of luminous transmittance

Enforcement and Penalties

The Department of Trade and Industry in the UK has given the responsibility for enforcement of the regulations that implement Directives to local authority Trading Standards Departments. Each country within the EU will have a similar structure. 

Trading Standards Officers carry out surveillance and can, if they believe that a sunglass poses a threat to the health and safety of the consumer, demand a product recall, even without a consumer complaint.

In the case of a consumer complaint they will investigate and, if they consider the complaint to be justified, they can take action under existing consumer protection legislation.

Penalties are likely to differ throughout Europe but, in the UK, anyone found to have contravened the regulations, by illegally supplying non-CE marked PPE or non-compliant CE marked PPE, may be fined up to € 7.300,- in Great Britain and/or may be imprisoned for up to three months. The manufacturer is also likely to face civil or criminal proceedings as a result of any injuries sustained by the consumer.
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