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‘Statement of | Feedback process was not fully effective as PMS procedure was not seen

non- to be updated according appikcable reguiatory requirements for the CE
conformance: _| products which are st n service.
Feadback

S one of the measurements of the effectiveness of the quality
management system, the organization shal gather and monitor
information relating to whether the organization has met customer
requirements. The methods for obtaining and using this nformation shall
be documented.

“The organization shall document procedures fo the feedback process.
Clause “This feedback process shall incude provisions to gather data from
requirements | production as wellas post-production activiis.

The information gathered in the feedback process shall serve as.
potential input into risk management for monitoring and maintaining the
product requirements as well as the product realization or improvement
processes.

I applicable reguiatory requirements require the organization to gain
‘Specific experience from postproduction activites, the review of this
‘experience shallform part of the feedback process.

Objective PIS: VM3/COP/15, rev. date 21. 03. 2011 (requirements of MDR ATt
Evidence 120 hasn't been considered)
Cause

Correction)
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Root Cause Analysis 
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Relevant and Proportionate Corrective Action 
	

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