

Re: Technical Documentation submissions under MDR assessment with NSAI for over 2 years


Dear Client,

Per EU MDR Article 10 (4) manufacturers shall keep up to date their device technical documentation and per EU MDR Annex I (1) this shall take in to account the generally acknowledged state of the art. Where technical documentation submissions relating to MDR applications have been submitted and are under review with NSAI for over 2 years, we require you to provide us with a gap analysis of the state of the art used to demonstrate compliance to all applicable General Safety and Performance requirements. This gap analysis should include an assessment of any impact to device design, product safety, and performance and any activities proposed to close the gap.

Please find attached the associated template form on which you should document your gap analysis and impact assessment. 

Kind Regards,
NSAI Medical Devices
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SOTA gap analysis and impact assessment template


Table 1 To be completed by manufacturer

	File Number
	

	Manufacturer
	

	Date of SOTA Impact Assessment by Manufacturer:  
	

	Manufacturer Representative:
	




Table 2 Columns 1, 2 and 3 To be completed by the manufacturer 

	[bookmark: _Int_QMHt4IMf]Note: Manufacturer should consider the current SOTA including standards (+ version/year revision) and/or guidance’s etc that were used to support the device design, product safety and performance in the submission to NSAI. Manufacturer should refer to those standard and/or guidance’s used, identify those that have changed and perform a gap analysis of the impact of such changes on the technical documentation. The solution used to reach the gap analysis conclusion must also be included.  

	SOTA used in application that supports the device design, product safety, and performance.
	Has there been any changes to SOTA used? If yes, please state the new revision.
	State any impact to device design, product safety, and performance and any activities proposed to close any gaps. Please reference any supporting documentation provided in regard to this.
	Notified body review

	This column to be completed by Manufacturer
	This column to be completed by Manufacturer
	This column to be completed by Manufacturer
	To be completed by Notified Body

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Add rows as necessary
	
	
	





	Identification of deficiencies (To be completed by Notified Body): 


a. A deficiency, that may affect the safety or performance of the device, with respect to the SOTA impact review has been identified as follows: {Add detail or if not applicable indicate NA here}

 

	Resolution of deficiencies (To be completed by Notified Body):

{Indicate NA if not applicable, if applicable outline the resolution and point to its location e.g. C form and query number.}







	Conclusion (To be completed by Notified Body):
Indicate the applicable conclusion a/b/c and delete those not relevant: 

a. The SOTA reviewed has not changed in a way that has changed the design, product safety, or performance. (provide justification)
b. The SOTA reviewed has changed in ways that has affected the design, product safety, or performance of the device but satisfactory evidence was provided and assessed in the C form. (provide justification)
c. Other (provide justification/make a statement relevant to this device)



Add initials and date of conclusion of the SOTA review after any respective concerns, if applicable, are resolved (To be completed by Notified Body): 

	Notified body assessor initials and area of review.eg MDR code / speciality
	Conclusion date

	e.g. ABC, MDN 1201
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