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Foreword 

This document (EN 1811:2011/FprA1:2015) has been prepared by Technical Committee CEN/TC 347 
“Methods for analysis of allergens”, the secretariat of which is held by SNV. 

This document is currently submitted to the Unique Acceptance Procedure. 
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1 Modifications to 9.2, Interpretation of results 

Replace the header of 9.2.2 with "9.2.2  Conformity assessment" 

Delete the existing text in 9.2.2.2 and replace it with the following:  

"Because of the combined measurement uncertainty of 46 %, an article is non-compliant only when the nickel 
release is greater than or equal to 0,88 µg/cm2/week. Hence an article shall be accepted and be permitted to 
be placed on the market if the measured value is less than 0,88 µg/cm2/week. 

NOTE For further explanation, see Annex A." 

 

Delete the existing text in 9.2.2.3 and replace it with the following:  

"Because of the combined measurement uncertainty of 46 %, an article is non-compliant only when the nickel 
release is greater than or equal to 0,35 µg/cm2/week. Hence an article shall be accepted and be permitted to 
be placed on the market if the measured value is less than 0,35 µg/cm2/week. 

NOTE For further explanation, see Annex A." 

 

2 Modification to Annex A 

Replace Annex A with the following:  

" 

SIST EN 1811:2011/kFprA1:2015



EN 1811:2011/FprA1:2015 (E) 

4 

Annex A 
(informative) 

 
Expanded measurement uncertainty of the test procedure and 

compliance assessment 

The results of an inter-laboratory comparison undertaken in 2008 according to ISO 5725 gave as an estimate 
for the combined expanded measurement uncertainty a value of ut,r  = 46 %. The performance characteristic 
ut,r is related to the relative reproducibilities of the surface area determination and the analytical determination 
of the nickel release by the following formula: 
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In order to determine whether a tested article is non-compliant with its respective limit, a t-test is applied. This 
test decides whether a determined nickel release value significantly exceeds its limit. This is the case when 
the lower confidence interval boundary of the measured release exceeds the legally prescribed limit. This may 
be re-formulated in a way that a value significantly exceeds the limit if it is larger than the limit plus one half of 
the width of the confidence interval of the measured value. The confidence interval of the measured value is 
assessed as the expanded uncertainty of the value, i.e. the combined uncertainty times the coverage factor 
k(α). The test is one-sided since the legal limit does not have an uncertainty. Experience has shown that the 
distributions of experimental data follow a log-normal rather than a normal distribution, in particular in the 
region of the lower legal limit. Thus, the estimate for the expanded uncertainty is added in a multiplicative way. 

Taking into account the above, the decision limit for compliance is defined as  

))(1( ,lim rtmeas ukdd ⋅+⋅≤ a  (A.2) 

where 

k(α)  is the coverage factor for the chosen significance level (0,05) and the one sided t-test which gives a 
corresponding value of 1,65, assuming a large number of degrees of freedom for the combined uncertainty; 

limd  is the legal 0,2 μg/cm2 /week or 0,5 μg/cm2/week limit, respectively; 

measd   is the nickel release value (value d in Formula(1)). Note that measd  is determined with a mean of 
concentration replicate measurements. 

NOTE 1 For guidelines to the evaluation of uncertainty in measurement it is advised to refer to ISO/IEC Guide 98-3: 
“Uncertainty of measurement - Part 3: Guide to the expression of uncertainty in measurement (GUM 1995)”, and more 
specifically for analytical measurements to the EURACHEM/CITAC Guide 2012 “Quantifying Uncertainty in Analytical 
Measurement“. Guidance on the relationship between analytical results, the expanded measurement uncertainty and limit 
values are given in the EURACHEM/CITAC Guide 2007 “Use of uncertainty information in compliance assessment”.  

Using this decision criterion for articles that shall show compliance with the migration limit of 0,5 μg/cm2/week, 
an article will be deemed to be non-compliant when the nickel release value d (9.1) is greater than or equal to 
0,88 μg/cm2/week. For articles that shall show compliance with the migration limit of 0,2 μg/cm2/week, an 
article will be deemed to be non-compliant when the nickel release value d (9.1) is greater than or equal to 
0,35 μg/cm2/week. 

NOTE 2 For further information on articles made from composite materials refer to Annex D." 
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3 Modification to Annex B 

Delete the first sentence in NOTE 1. 

 

4 Modifications to the Bibliography 

Replace [7] with:  

"EURACHEM/CITAC Guide 2012 “Quantifying Uncertainty in Analytical Measurement“, 
http://www.eurachem.org/index.php/publications/guides/quam" 

Add the following reference:  

"[11]  ISO/IEC Guide 98-3:  “Uncertainty of measurement - Part 3: Guide to the expression of 
uncertainty in measurement (GUM:1995)”  
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