QC 21 Non Conformance Report
	Date
	11/11/2021

	Issue id
unique identifier 
	241894

	BSI Ref (if applicable) 
unique identifier 
	2128198-202111-N3 

	Responsibility
Person Overall responsible 
	Derek Lamb

	Non-Conformance
statement of the problem 
	[image: image1.png]Assessment Report.
Finding ¥ Certificate
2 2128198-202111-N3 D 78787
Certificate 150 134852016 & EN 1SO
Standard 13485 e 029
Tocation
0009370214-000
“Assessment
e 3000498
Category Minor
Feedback Processes, Complaint Management, Vigiance and
Area/process: | Fe=Cpeck P
Statement of | Reporting to regulatory authorites was not fully effective as procedure
non- s not seen to be updated according appiicable reguiatory.
conformance: _| requirements.
Reporting to regulatory authorities
I applicable reguiatory requirements require notifcation of complaints.
that meet speciied reporting citeia of adverse events or issuance of
E=o ‘advisory natices, the organization shall document procedures for
requirements | oro,iing notification to the approprate regulatory authorites.
Records of reporting to reguiatory authorites shall be maintained (see
425).

o ‘Compaints Vigilance and NoGfcation Viamed Ltd VOP19, 30. 08. 2019
EED Reporting time frame and reporting form has not been updated.
Cause
Correction/containment
Corrective action
Finding o Certificate

1 2128198-202111-N4 D 78787
Certificate 150 134852016 & EN 150
Standard 13485 G &3
Location
0009370214-000
“Assessment.
= 3000498
Category Minor
Improvement - Preventive and Corrective Actions incuding Process
Area/process: | change Management





 

	Investigation By:
Person responsible 
	

	Investigation Issue id
(if applicable)
Root Cause Analysis 
	

	Corrective Action By:
Person responsible 
	

	Corrective Action Issue ID (if applicable):
Relevant and Proportionate Corrective Action 
	

	Time Scale for Corrective Action
Time for completion of all identified actions 
	

	Corrective Action:
	

	Risk Review 
Confirm action does not have negative affects and/or risks to any other part of the ISO system 
	

	Follow-up future issue id
(Effectiveness verification)
	

	Effectiveness verification
	

	Closed By:
	

	Closed on
	


