Checklist for EU-MDR PMS

Annex III, Section 1.2 lists the items that the PMS Plan should cover. Review your PMS against the checklist items, below. Your plan should be in a controlled document. For each item in the checklist, identify its location in plan. Be specific citing, section number, paragraph reference, etc. If your plan has a pointer to another document, cite that document by number, revision, and section.

PMS Plan
	Item #
	Requirement
	Implementation

	1
	The plan includes a proactive process to collect the information.
(It is not just passive data collection.)
	

	2
	The plan includes a systematic process to collect the information.
	

	3
	The process allows characterization of the performance of the device.
	

	4
	The process allows comparison between the device and similar devices on the market.
	

	5
	The plan includes effective methods and processes to assess the collected data.
(Identify the methods and processes.)
	

	6
	The plan includes appropriate methods and processes to assess the collected date.
(Identify the methods and processes.)
	

	7
	The plan includes indicators and threshold values for the benefit risk analysis.
(Identify each indicator and its associated threshold value. It would be best if the plan explains how the threshold values are set.)
	

	8
	The plan includes effective and appropriate methods and tools to investigate complaints.
(The plan should identify each method, each tool, and how they work together.)
	

	9
	The plan includes effective and appropriate methods and tools to analyze market-related experience collected in the field.
(The plan should identify each method, each tool, and how they work together.)
	

	10
	[bookmark: _GoBack]The plan includes methods and protocols to manage the events subject to trend reporting.
	

	11
	The plan includes including the methods and protocols to establish any statistically significant increase in the frequency of incidents.
	

	12
	The plan includes including the methods and protocols to establish any statistically significant increase in the severity of incidents.
	

	13
	The plan includes the observation period used in determining any significant increase.
	

	14
	The plan includes the methods and protocols to communicate effectively with competent authorities, notified bodies, economic operators, and users.
	

	15
	The plan includes references to procedures to fulfil the manufacturers obligations laid down in Articles 83 Post-market surveillance system of the manufacturer
	

	16
	The plan includes references to procedures to fulfil the manufacturers obligations laid down in Article 84 Post-market surveillance plan.
	

	17
	The plan includes references to procedures to fulfil the manufacturers obligations laid down in Article 86 Periodic safety update report.
	

	18
	The plan includes systematic procedures to identify and initiate appropriate measures including corrective actions.
(Corrective actions could apply to devices already shipped.)
	

	19
	The plan includes effective tools to trace and identify devices for which corrective actions might be necessary.
(Corrective actions could apply to devices already shipped.)
	

	20
	The plan includes a PMCF plan or a justification as to why a PMCF is not applicable.
(There could be more than one PMFC plan.)
	




Periodic Safety Update Report
	Item #
	Requirement
	Implementation

	1
	The PSUR includes the conclusions of the benefit-risk determination.
	

	2
	The PSUR includes the main findings of the PMCF.
	

	3
	The PSUR includes the volume of ales of the device.
	

	4
	The PSUR includes an estimate of the size and other characteristics of the population using the device.
	

	5
	The PSUR includes, where practicable, the usage frequency of the device.
	

	6
	Manufacturers of class IIb and class III devices update the PSUR at least annually.
	

	7
	Manufacturers of class IIa devices update the PSUR when necessary and at least every two years.
	

	8
	For class III devices or implantable devices, the manufacturer electronically submits the PSUR to the Notified. Body.
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