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Since the publication of EN71 Parts 9,10 & 11 an increasing number of questions regarding interpretation have been raised within the BTHA. 

As the CEN Working Group responsible for maintaining these standards has now formally been disbanded there is no official route for addressing these questions. 
In an attempt to fill this void and provide assistance to its members, the BTHA Safety and Technical Matters committee have compiled the following information. 

Although every effort has been made to provide meaningful, reasonable and unbiased advise, users of this document must be reminded that this information is provided for guidance only and should not be taken to constitute legal advice or opinion. 

If you wish to raise a question regarding EN71 Parts 9,10,11 or any of the documents published by the BTHA or if you have any comments please complete the question submission form by clicking here

	Question
	Discussion
	Suggested Approach.

	I have an inflatable toy that has failed the solvent inhalation requirements. What can I do? 
	The inhalation requirements are questionable. They do not take into account the rapid loss of volatile solvents as soon as the product is exposed to air and assume a worse case scenario for exposure (air volume, time etc). 

However the standards do allow the calculations to be adjusted dependent on the product.

The laboratory used may not have considered this and the result given may not be a true reflection of actual risk.
	Adjust assumptions made in EN71-11 to realistically match the risk presented by the item.

Please see the BTHA’s Guidance Document on inhalation risk calculation 
for how to calculate realistic risk factors.

Also allow the product to air before shipping.

If possible allow further airing to take place during shipping and storage (e.g. ventilated packs).



	I have a toy which has 2 or small pieces of the same fabric in different places. 

Each individual area is <10cm2. 

It is not clear whether the area of 10cm² or more refers to sections of fabric on a toy or total coverage on the fabric on the toy. 
	The standard (EN 71-10) is not clear on this point but as the risk is based on the child’s ability to mouth the textile it would be reasonable to assume that only those individual components which have an area of 10 cm² or more should be tested, regardless of whether there are similar, separate components of the same textile material which in total would have an area of 10 cm² or more.


	Textiles <10cm2 are not tested even if you can combine 2 or 3 pieces from the same toy to achieve >10cm2

	Are erasers, not connected to a pencil within the scope of EN71-9?
	Annex. 9 of EN71-9 states that erasers at the end of a pencil should be considered as a component of graphic instruments and are therefore within scope. It is assumed that the requirements are restricted to these types of erasers as the likelihood of mouthing is greatly enhanced.


	Only erasers connected to, or intended to be connected to pencils (“pencil-toppers”) should be considered.


	Question
	Discussion
	Suggested Approach.

	Graphite core pencils are exempt from the requirements of “Solid Toy materials intended to leave a trace”. Do we still have to consider the wood of the pencil?
	
	Yes - Products sold as toys should be considered under all appropriate requirements

	I have a (pen/pencil/paint/glue etc) that has been certified “Non-Toxic” under ASTM LHAMA. Do I need to do any more under EN71 9,10,11?
	LHAMA provides a toxicological risk assessment based on formulations and is a requirement in the US market.
	Although a LHAMA risk assessment cannot prove compliance to EN71-9, 10, 11 and certain substances such as Aromatic Amines may not be considered by a US based toxicologist it can give a presumption of a level of safety.

As EN71-9, 10,11 are not harmonised other methods can be used to show compliance to the Toys Safety Directive.



	1. Do I need to assess un-coloured wood for the colourfast and Aromatic Amine requirement?

2. What about a painted wooden part?
	1. Un-coloured wood will not contain colourants.

2. Paint < 500um thick will not present a significant risk. It is exempt from EN71-9, 10,11 (excepting paint on inflatables).


	1. Un-coloured wood will not contain colourants. No assessment required.

2. If the paint is <500um no assessment required.

(Note: If testing painted wood confirms presence of a restricted substance it does not fail EN71 but a precautionary approach should be taken with regards to action)



	I have a plush toy which is age graded 3+ is this tested?
	EN71-1 has the principle that soft filled toys intended for holding should be considered appropriate for children under 36 months regardless of age grading. This is, in part, due to the high hazard associated with small parts.

However, EN71-9, 10,11 does not include this principle.


	The answer is dependent on the complexity of the product concerned.

If the item has no play value for children under 3 then the item need not be considered.



	Question
	Discussion
	Suggested Approach.

	How should resin-bonded wood be assessed?
	Resin-bonded wood is a particular type of wood material.  

As resin bonded wood is specified as a separate material for formaldehyde testing is this a different material to wood. Therefore do you extend the wood requirements (preservatives, colourants & PAA) to resin bonded wood or do you test resin bonded wood for formaldehyde only?


	Resin-bonded wood should meet the requirements for wood in Table 1 of EN 71-9 as well as the formaldehyde requirement in sub-clause 4.3.3.

	Paper laminated onto board - are these considered as board and therefore excluded from the requirements for paper?
	According to the definition for ‘paper’, materials marketed as either paper or paperboard, with a minimum mass per unit area of 400 g/m² shall meet the appropriate requirements in EN 71-9.


	The question becomes: Is ‘paper laminated onto board’ regarded as ‘paperboard’?  If there is any doubt the requirements should be met.

	I have an unpainted & uncoloured wooden toy. Do I need to assess for Colourants and PAA’s?
	EN71-9 does not make a distinction between coloured and un-coloured wood, however if there are no colours then these chemicals will not be present.


	Do not assess uncoloured wood for Colourants and PAA’s.

	Do I need to consider any testing/assessment of coatings less than 500 um thick?
	Coatings are only applicable to plastic materials when they are greater than 500 um thick; with the exemption of print on inflatable toys, all other coatings on all other substrates are not covered.


	Only coatings > 500 um or those coatings on inflatable toys need to be considered.


	Question
	Discussion
	Suggested Approach.

	I have painted/varnished toys. The coatings completely cover the substrate (the substrate is not accessible). Do I need to assess the substrate?
	If <500 um thick the paint is not considered (excluding inflatables).
	If the substrate is not accessible it does not need to be assessed according to the standard. 

However, consideration should be given to substrates that are likely to become exposed in use – i.e. where paint may come off easily (especially wooden parts and those parts which are likely to be mouthed). 

Also consider those substrates that may leach chemicals through paint i.e. soft plastics such as PVC.



	What is a liquid and when does something become a solid? What is slime? 


	“Liquid” is not defined in EN 71-9, only “Accessible liquid” is defined with the emphasis on “accessible”. ‘Liquid’ is defined in 3.2 of EN71 part 9. Examples are given. 
	Liquid:  Is a substance that when at room temperature has a tendency to flow. It has no fixed shape but a fixed volume and its shape is determined by the container it fills (e.g. ink, paint, glue, slime).



	What is a “component”?

Is this each part or an assembly of parts? 


	Many of the requirements in part 9 refer to testing “components” of 150g or less, it is considered that the writers of the standard believed that the weight related to the likelihood of a child to mouth a component part, therefore it seems sensible that the weight criteria is applied to the assembled product not individual component parts of a product.
	For “toys, or accessible toy components, with a mass of 150 g or less intended to be played with in the hands by children under 3 years of age” it is reasonable to consider ‘component’ as ‘an assembled unit of parts that are not intended to be separated during play’ but for “mouthpiece components of mouth-actuated toys”, “components of graphic instruments sold as toys or used in toys” and “components of toys which mimic food” the issue of whether or not a component (part) can be separated from other components is irrelevant since these components are likely to be mouthed.




	Question
	Discussion
	Suggested Approach.

	What is the definition of “imitation jewellery”?


	Imitation jewellery is not defined in EN 71-9.  

It is believed that the writers of the standard did not limit the requirements to items “intended to come into close and prolonged contact with the skin” because imitation jewellery could also be mouthed.
	Imitation Jewellery: Any item of jewellery, intended for wearing, which forms part of a toy whether intended for pretend play (i.e. necklaces, bracelets etc) or functional (i.e. watches, hair ornaments etc.) 

Jewellery kits where all the parts required to make jewellery are supplied (i.e. beads and threading cord) should be included whereas beads supplied without cord are excluded.

Threading toys aimed at developing fine motor skills are excluded, as they are not intended to be worn.



	Are the inks in pens “materials intended to leave a trace” or a “liquid”?
	
	The fluid inside a pen should be regarded as a liquid.  3.2 of EN71-9 list ink in pens as an example of a liquid.



	Can I composite materials for testing?
	Composite testing is a well known way of reducing test costs by combining two or more materials together in one analysis.
	Composite testing is certainly possible and can be effective as a screening test.

However, dilution of results  by the number of materials composited could cause problems if the detection levels fall below the standard and any result other than “not detected” should be evaluated. 

It may be more effective to identify higher risk materials and test these separately than composite test a number of different materials.



	Are cot toys (mobiles, light shows etc that attach to a cot side) considered by EN71-9?
	If the toy cannot be handled/mouthed by the child the risk from organic chemicals is negligible (excluding that from inhalation).
	Only inhalation risks need to be considered.

	Is it necessary to consider silicone or latex for organic chemicals? Are these considered as “polymeric” materials? 
	
	Silicon is a synthetic polymer and should be regarded as such.

Latex  (even natural latex) would likely contain a number of synthetic additives and should therefore also be regarded as a polymer.
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