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	5
	Guidance for the preparation of normative documents that specify requirements for objects of conformity assessment 

	5.1
	General 


	Compliance (Yes/No/NA)
	Review / Comments

	5.1.1
	Objects of conformity assessment may be products (including services), materials, installations, processes, systems, persons or 

· bodies.
	
	

	5.1.2
	Conformity assessment systems and bodies cannot be considered as

Objects of conformity assessment
	
	

	5.2
	Drafting specified requirements 
	
	

	5.2.1
	Characteristics of the object of conformity assessment should be stated in the clauses that form the normative parts of the document


	
	

	5.2.2
	Specified requirements should be written in such a way that they are clear, direct and precise and will result in accurate and uniform interpretation, for a common understanding of its meaning and intent.


	
	

	5.2.3
	Normative documents for Objects should focus only on the criteria or performance characteristics of the object 
	
	

	5.2.4
	Normative documents may specify test methods for determining that the criteria or characteristics have been met. 

They should be expressed in such a way that any interested party may carry out the testing. It should be left to the users of the normative document to decide  


	
	

	5.2.5
	Specified requirements should be written in terms of results or outcomes, together with limiting values and tolerances, where pertinent, and the methods of determination, such as test methods or inspection, in order to verify the specified characteristics. 


	
	

	5.2.6
	Specified requirements should be written to facilitate the development of technology to be based on performance rather than on design or descriptive characteristics requirements of the objects rather than on the production process of the object


	a. 
	

	5.2.7
	Specified requirements should be divided into  distinct,  consistent and  easily identifiable sections in order to permit their incorporation by reference in codes, regulations and other specifications. 

This structure permits selected clauses to be identified separately in a code or regulation when only part of the normative document is referenced.
	b. 
	

	5.2.8
	If a set of specified requirements incorporates requirements stated in another document, the incorporation should be by specific reference 

· clearly indicate the referenced version, by the date (year) of publication. 
	
	

	5.2.9
	Specified requirements should be stated unambiguously 

using wording that is objective, logical, valid and specific


	
	

	5.2.10
	Specified requirements may contain more than one category, type, 
· class or grade within the same normative documents, or in separate documents

Where multiple types, classes, grades, etc. are permitted,

 the document should specify how these are to be identified to the user. 
	
	

	5.2.11
	All measurement values expressed in SI units
	
	

	5.2.12
	Specified requirements established by purchasers should follow the principles and practices of this International Specification


	
	

	5.3
	Sampling
	
	

	5.3.1
	The developer of normative documents for characteristics of the object of conformity assessment should anticipate that specified test methods and related  sampling requirements may be selected

for use in subsequent conformity assessment activities. 


	
	

	5.3.2
	Sampling requirements may relate to specified test methods or to acceptance criteria

The developer of normative documents for characteristics of the object should be careful to restrict any sampling requirements  to specified test methods for characteristics of the object. 
	
	

	5.3.3
	Sampling methods should be based, on statistical methods

to gain consistent and reproducible results E.g. ISO 10725 and ISO 11648-1.


	
	

	5.4
	Test methods 
	
	

	5.4.1
	As far as practicable, test methods should describe clearly how the test is to be performed, e.g.  the choice and preparation of samples,  the use of testing equipment,  the data to be recorded,  the acceptance criteria,  the limits to be used for accepting or rejecting the result, and ⎯ (if relevant) what is acceptable in terms of uncertainty of  measurement, accuracy, reproducibility and repeatability.

 Specific related International Specifications include ISO/IEC 17025 and ISO 5725-1. 
	
	

	5.4.2
	Test methods should focus  on the specified requirements of the 

 object of conformity assessment and should avoid stating requirements not directly related to the object's performance. 


	
	

	5.4.3
	Test methods should be selected bearing in mind their

·  effectiveness, economy and practical application


	
	

	5.4.4
	Non-destructive test methods should be chosen whenever they provide the same level of confidence as destructive test methods. 


	c. 
	

	5.4.5
	The normative document should specify the sequence of tests 

when the sequence can influence the results. 


	d. 
	

	5.4.6
	If necessary, alternative test methods or test equipment   

should be included in the normative document. The equivalence or any advantage or disadvantage when compared with the primary test method should be explained.

 If equal tests are provided, it should be specified which one will be used in case of dispute. 


	e. 
	

	5.4.7
	If different test methods are permitted from those that are specified, 

 it should be required to maintain a documented correlation of the test results with the specified test methods.


	f. 
	

	5.4.8
	Specified test methods should follow the metrological principles concerning validation, measurement traceability and estimation of measurement uncertainty described in ISO/IEC 17025:2005, Clause 5.

Specific guidance in this respect is provided by ISO/IEC Guide 99 (vocabulary in metrology), and ISO/IEC Guide 98-3, (measurement of uncertainty). 
	g. 
	

	5.4.9
	When specifying requirements of the object of conformity assessment,   it is good practice to investigate whether the test methods referred to specify requirements   related to testing equipment.

 If this is not the case, such requirements should be considered

 for inclusion in the normative document. 

Requirements related to testing equipment should follow the provisions concerning accuracy and calibration described in ISO/IEC 17025:2005, Clause 5. 

Other considerations include safety provisions and other requirements relevant to the installation and operation of testing equipment


	h. 
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