[image: image1.png]Ay NORDAM



 
	Supplier  #
	
	
	Tracker  #

	Company name
	


	
	DESIGN AND DEVELOPMENT
	YES
	NO
	NA

	1
	Does the organization plan and control the design and development of product?

Number of engineers by discipline ______________________________________________________
	
	
	

	2
	During the design and development planning, does the organization determine:
	
	
	

	
	a) The design and development stages, in respect of organization, task sequence, mandatory steps, significant stages and method of configuration control?
	
	
	

	
	b) The review, verification and validation that is appropriate to each design and development stage?
	
	
	

	
	c) The responsibilities and authorities for design and development?
	
	
	

	3
	Where appropriate, due to complexity, does the organization give consideration to the following activities:
	
	
	

	
	a) Structuring the design effort into significant elements?  
	
	
	

	
	b) For each element, analyzing the tasks and the necessary resources for its design and development?
	
	
	

	
	c) Does this analysis consider an identified responsible person, design content, input data, planning constraints, and performance conditions? 
	
	
	

	
	d) Is the input data specific to each clause reviewed to ensure consistency with requirements?
	
	
	

	4
	Does the organization manage the interfaces between different groups involved in design and development to ensure effective communication and clear assignment of responsibility?
	
	
	

	5
	Is planning output updated, as appropriate, as the design and development progresses?
	
	
	

	6
	Are the different design and development tasks to be carried out defined according to specified safety or functional objectives of the product in accordance with customer and/or regulatory authority requirements?
	
	
	

	7
	 Are inputs relating to product requirements determined and are records maintained?  Do these   inputs include:
	
	
	

	
	a) Functional and performance requirements?
	a) 
	
	

	
	b) Applicable statutory and regulatory requirements?
	
	
	

	
	c) Where applicable, information derived from previous similar designs?
	
	
	

	b) 
	d) Other requirements essential for design and development?
	
	
	

	8
	Are these inputs reviewed for adequacy?
	
	
	

	9
	Are requirements completed, unambiguous and not in conflict with each other?
	
	
	

	10
	Are the outputs of design and development provided in a form that enables verification against the design and development input and approved prior to release?
	
	
	

	11
	Do the design and development outputs:
	
	
	

	
	a) Meet the input requirements for design and development?
	
	
	

	
	b) Provide appropriate information for purchasing, production and for service provision?
	
	
	

	
	c) Contain or reference product acceptance criteria?
	
	
	

	
	d) Specify the characteristics of the product that are essential for its safe and proper use?
	
	
	

	
	e) Identify key characteristics, when applicable, in accordance with design or contract requirements?

	
	
	

	12
	Is all pertinent data required to allow the product to be identified, manufactured, inspected, used and maintained defined by the organization? For example:
	
	
	

	
	a) Drawings, part lists, specifications?
	
	
	

	
	b) A listing of those drawings, part lists, and specifications necessary to define the configuration and the design features of the product?
	
	
	

	
	c) Information on material, processes, type of manufacturing and assembly of the product necessary to ensure the conformity of the product?
	
	
	

	13
	At suitable stages, are systematic reviews of design and development performed in accordance with planned arrangements:
	
	
	

	
	a) Evaluate the ability of the results of design and development to meet requirements?
	
	
	

	
	b) Identify any problems and propose necessary actions?
	
	
	

	
	c) Authorize progression to the next stage?
	
	
	

	14
	Do participants in such reviews include representatives of functions concerned with the design and development stage(s) being reviewed?
	
	
	

	15
	Are records of the results of the reviews and any necessary actions maintained?
	
	
	

	16
	Is verification performed in accordance with planned arrangements to ensure that the design and development outputs have met the design and development input requirements?
	
	
	

	17
	Are records of the results of the reviews and any necessary actions maintained?
	
	
	

	18
	Is design and development validation performed in accordance with planned arrangements to ensure that the resulting product is capable of meeting the requirements for the specified application or intended use, where known?
	
	
	

	19
	Wherever practicable, is validation completed prior to the delivery or implementation of the product?
	
	
	

	20
	Are records of the results of validation and any necessary actions maintained?
	
	
	

	21
	At the completion of design and/or development, does the organization ensure that reports, calculations, test results, etc., demonstrate that the product definition meets the specification requirements for all identified operational conditions?
	
	
	

	22
	Where tests are necessary for verification and validation, are these tests planned, controlled, reviewed, and documented to ensure and prove the following:
	
	
	

	
	a) Test plans or specifications identify the product being tested and the resources being used, define test objectives and conditions, parameters to be recorded, and relevant acceptance criteria?
	
	
	

	
	b) Test procedures describe the method of operation, the performance of the test, and the recording of the results?
	
	
	

	
	c) The correct configuration standard of the product is submitted for the test?
	
	
	

	
	d) The requirements of the test plan and the test procedures are observed?
	
	
	

	
	e) The acceptance criteria are met?
	
	
	

	23
	Are design and development changes identified and records maintained?
	
	
	

	24
	Are the changes reviewed, verified and validated, as appropriate, and approved before implementation?
	
	
	

	25
	Does the review of design and development changes include evaluation of the effect of the changes on constituent parts and product already delivered?
	
	
	

	26
	Does the organization’s change control process provide for customer and/or regulatory authority approval of changes, when required by contract or regulatory requirement?
	
	
	

	27
	Are records of the results of the review of changes and any necessary actions maintained?
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