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	Comments
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	Subgroup comment3



	AESGP
	Document header 
	 
	ge 
	MDCG GUIDANCE ON PERIODIC SUMMARY UPDATE REPORT (PSUR) ACCORDING TO REGULATION 2017/745 (Medical Devices Regulation); the wording summary should be changed to safety 
	Change to MDCG GUIDANCE ON PERIODIC SAFETY UPDATE REPORT (PSUR) ACCORDING TO REGULATION 2017/745 (Medical Devices Regulation) 
	

	AESGP
	
	Partl: 1.2 Image 2 
	te
	The image is confusing and inconsistent.
It is mixing Plans and reports. (SSCP is a standalone document and is not part of the CEP) the arrow from CER to labelling is missing.
Risk management report is not mentioned.
There are no interactions visualized between Clinical and risk.
PMS system does not impact the labelling directly. The connection will always be via Risk and Clinical assessment it only impact IFU and labelling Via Risk and clinical assessment.
	Remove or redo the image and provide a legend 
	

	AESGP
	68
	Partl: 1.2
	ed 
	IFU-Label
	IFU/Label 
	

	[bookmark: _Hlk66450062]AESGP
	78 
	 Part 1.2
	ge 
	[bookmark: _Hlk66450034]Evaluation of risk / risk benefit profile, change to the risk / benefit profile
	Change to Evaluation of risk / benefit risk profile, proposed to use consistently benefit/risk instead of risk/benefit 
	

	AESGP
	91
	
	ed
	R in PSUR stands for report 
The PSUR report should demonstrate that the manufacturer has had an active role during the post-
	The PSUR report should demonstrate that the manufacturer has had an active role during the post-….
	

	AESGP
	107
	
	te
	This section is not clear 

These CAPAs are related to:
……..
Identified through the PMS plan execution from the collection of information as…..
	Should be corrected to:
Issues identified through the PMS system plan execution from the collection of information as
	

	AESGP
	107 ff
	Part 1: 1.3.1
	te 
	It is not clear how these CAPAs need to be reported to authorities.
	Further information is needed
	

	AESGP
	163
	2.1
	te
	In the case a MDD device has currently different fields of indication (e.g. a biological mesh with indication hernia surgery and breast reconstruction) and will be split into different MDR devices with one indication each and with different Basic UDI: Independent presentation of data per indication/per new Basic UDI will not be possible as long as the new MDR device is not sold. How is data per Basic UDI in such a case presented in the two device specific PSURs? Can the same data of an MDD device be presented within several PSURs for different Basic-UDIs?
	Please clarify how data must be presented for devices under MDR resulting of a splitting of MDD devices into subindications
	

	AESGP
	193
	2.2
	te
	What is meant by “executive summary on safety and performance data.”? 
What is the input to this? 
The SSCP chapter 5.4 Overall summary of clinical performance and safety already includes this information 
	Clarification needed 
	

	AESGP
	208
	2.3
	te
	For products sold to professional Users, the information about patient population where the product is actually being used is not available to the Manufacturer. This requirement is therefore not relevant.
 
estimate evaluation of the size and other characteristics of the population using the device and, where practicable, the usage frequency of the device.
	estimate evaluation of the size  and other characteristics of the population using the device and, where practicable, the usage frequency of the device, where practicable.
	

	AESGP
	289 
	 
	ge 
	“from the certificate anniversary date” 
	It is assumed that the said certificate is an MDD or AIMDD certificate. Which could be valid at the latest until May 26th, 2024.It could happen, for said certificates which have been issued early in the year, that the period covered by the first PSUR is only 6 months. 
	

	AESGP
	362
	Image 6 
	te
	The image does not include the information about potential extension of review timelines from notified bodies up to 180 days as described in section 5.2 
	Add 90-180 days max days for notified body review 
	

	AESGP
	
	9.2 Annex ll section 1
	te
	For most devices (such as reusable dental instruments) the manufacturer does not have the visibility on how many times the devices are used by the end user. 
There for the following requirement is inappropriate 
Number of episodes of use (for reusable devices)
	Number of episodes of use (for reusable devices) where practicable 
	

	AESGP
	
	9.2 Annex ll section 5.h
	te
	The proposal to separate the risks and benefit in separate subchapters is incorrect way of treating the benefit risk analysis. 
Separating risks from benefit is taking it out of context and is not appropriate 
	The benefit risk should be presented together not in separate subchapters.
	

	AESGP
	
	9.5 Annex V Table 2
	te
	For products sold to professional Users, or over the counter the information about patient population where the product is being used is not available to the Manufacturer. This requirement is therefore not relevant.

	The scope of this table should be limited to devices where this information is available to the manufacturers 
	

	AESGP
	
	9.5 Annex V Table 12
	te 
	The title of the table is not clear  
	
	

	AESGP
	 Page 32
	 
	 ge
	 Firstly, provide a list of reportable trend reports by IMDRF device problem code by year to year.
	It is important to include here the wording reportable trends, based on MDR trends are only considered reportable trends if they will affect the benefit risk negatively, IMDRF codes for ANNEX A cannot be provided for historical data, see below

Change the wording to Medical Device problem Code A

	

	AESGP
	 Page 32
	 
	 ge
	Secondly, provide a list of the health impacts by IMDRF health impact code. Use the 4-year summary data
	 
4 years historical legacy data coded on IMDRF codes are not available, the majority of manufacturers use In-house or MedDRA codes in the past, in particular the set of specific MedDRA codes are mapping in a very small amount to the existing IMDRF codes. Furthermore, the requirements from ANNEX F for the health impact and A for the Medical Device Problem have not been coded in the past as it was not required to use

Change the wording to Health Impact Code F

	

	AESGP
	 Page 33
	 
	 ge
	 Provide a list of new signals detected in current PSUR
	 
Signal detection is not mentioned in the complete MDR (only   as an obligation of Authorities survey) as this is covered under trending newly identified “signals” will be detected during the regular trending process, should be mentioned under trend reports in section 3

	

	AESGP
	 Page 34
	 
	 ge
	 Number of complaints (Including %)
	 
what is meant here with % based on total number of complaints or based on complaints per sales data better to implement the wording occurrence/incidence rate as defined in ISO 14971

	

	AESGP
	 Page 36
	 
	 ge
	 established risks which prevalence or seriousness has increased
	Prevalence should be replaced by the term incidence/occurrence or frequency rate; the wording prevalence is coming from the epidemiology and is the proportion in a or particular population found to be affected by a medical condition

	

	AESGP
	 From Page 42 on
	 
	 ge
	 GUIDANCE FOR TEMPLATES FOR REPORTING OF DATA
	 Please replace in all tables the wording incident rate by incidence rate, incidence rates will be calculated based on sales data per incidents number therefore the incident rate wording is incorrect, we think you mean incidence rate as you refer to the denominator of sales data

	

	AESGP
	Page 43
	
	ge
	Table 3.   Incident rate (%)* of the serious incidents by IMDRF Problem Code
	
Should be changed to:

Table 3.   Incidence rate (%)* of the serious incidents by IMDRF Device Problem Code A

	

	AESGP
	Page 43
	
	ge
	Table 4. Incident rate (%) of the Serious incidents over preceding 4 years* by IMDRF Problem Code for lower volume devices
	Should be changed to:


Table 4. Incidence rate (%) of the Serious incidents over preceding 4 years* by IMDRF Medical Device Problem Code A for lower volume devices
	

	AESGP
	Page 44
	
	ge
	Table 5. Incident rate (%)* of the Serious Incidents by Investigation finding code, region and time
	Should be changed to:


Table 5. Incidence rate (%)* of the Serious Incidents by Cause Investigation - finding Code C region and time
	

	AESGP
	Page 44
	
	ge
	Table 6.  Health Effects by Investigation Conclusion code in last 4-years
	
Should be changed and clearly defined which Health Effect is meant Annex E for Clinical Signs, Symptoms and Conditions or Annex F for Health Impact or maybe both codes.

Health Effects E or F or both? by Cause Investigation - conclusion code D in last 4-years

	

	AESGP
	Page 45
	
	ge
	Table 7.  Incident rate (%) of incidents and expected side-effects reported on the trend reports by the IMDRF Problem Code
	
Should be changed to:

Table 7.  Incidence rate (%) of incidents and expected side-effects reported on the trend reports by the IMDRF Medical Device Problem Code A
	

	AESGP
	Page 45
	
	ge
	Table 8.  Health Effects by Investigation Conclusion code in last 4-years detected within trend reports
	
Should be changed and clearly defined which Health Effect is meant Annex E for Clinical Signs, Symptoms and Conditions or Annex F for Health Impact or maybe both codes.


Table 8.  Health Effects E or F or both? by Cause Investigation - Conclusion code D in last 4-years detected within trend reports

	

	AESGP
	Page 47
	
	ge
	Prevalence in current PSUR
	
Should be changed to:

Incidence or frequency/occurrence rate see comment above for page 36

	

	AESGP
	Page 3
	
Para 6
	te
	“However manufacturers of class I devices do not have to prepare the PSUR and are out of the scope of this document. Thus this document can be used to prepare post-market surveillance reports (PMSR) for class I devices as laid down in Article 85”
	Sentences are contradictory.  To be clarified.

	AESGP
	Page 4
	Para 2
	te
	“Rules applicable for the PSURs and the evaluation reports to be submitted in EUDAMED.”
	Please qualify PSUR type to be submitted and what other documentation is required to be submitted (‘evaluation reports’)

	AESGP
	Page 5
	Page 5 
	te
	Suggests PCMF is expected to come before PSUR
	Please confirm

	AESGP
	Page 6
	Para 5
	te
	“Where there is evidence of an adverse change to the risk / benefit profile of the medical device(s), this information should be evaluated and considered in line within the clinical evaluation and it should be determined whether the profile of the device has been negatively impacted”
	Suggests CER assessment should come before PSUR. Please confirm.

	AESGP
	Page 32
	 
	te
	EEA+TR+CH are mentioned in this section for the reporting of data, however in p37 it mentions EEA+TR+CH and worldwide.
	Please clarify scope of required reporting.

	AESGP
	Page 37
	Para 6
	te
	Each PSUR should contain data gathered over the last four years except PSURs, which data collection periods do not cover four year data;
	This sentence requires clarification.





1	NCA = National Competent Authority
2	Type of comment:	ge = general	te  = technical	ed = editorial
3	Subgroup comment: 	i.e. ACCEPT / REJECT / PARTIALLY ACCEPT. Subgroup to provide rationale where possible
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