



Additional information regarding the manufacturer’s trend report 


The Trend Report Eudamed form includes the administrative and baseline information about the current Trend Report. The detailed information about the affected devices, the method and description of the detected trend and its investigations and conclusion made should be provided on this document. 

The manufacturer should complete at least the following information when submitting the trend report. The section 3 considers only the final report.

1. Description of the devices covered by the trend report

[bookmark: _Hlk97145942]The device scope of the trend report is provided on the Eudamed form. On this section provide the overview about the device(s) and information related to the marketing of the device(s)
· Description of the device(s)
· Device name, intended use, category of device (stand alone device, device system, used with accessories, etc.)
· Patient characteristic or user population
· Indicate the date the device first placed on the market or put in to service
· Volume of sales by member state and volume of sales (table 1)

Table 1. Volume of sales by the member state and worldwide
	Device placed on the market
	Number of devices on market* 
	The year the trend is detected

	AT
	
	

	BE
	 
	

	BG
	 
	

	etc.
	
	

	Worldwide
	 
	

	 Total
	 
	


*3-year data, the last year is year before the trend was detected
2. Description of the trend

On this section describe the detected trend and its rate.
· Method the detected trend was identified, the trending period and justification of the basis for the length of the trend
· Type of the trend: is the reported event already identified or new trend, is the trend accumulated to the specific size or model of the device or other attributes of the device
· For the reported trend provide the acceptance threshold and the time interval for it
· For previously unknown trends describe the severity of the trend and the expected rate of it 
· Provide a current rate for the trend including the time interval
· Provide number of incidents and devices on the market by country and Worldwide (Table 2, the method to define the number of devices on the market will be defined later)
Table 2. Number of incidents and devices on the market by the trending period
	
	Time period (N-1)*
	Time period N**
	Time period (N+1)***
	Time period (N+2)****

	Start date
	
	
	
	

	End date
	
	
	
	

	
	Number of 
incidents
	Number of devices on market
	Number of incidents
	Number of devices on market
	Number of incidents
	Number of devices on market
	Number of incidents
	Number of devices on market

	Country 1
	
	
	
	
	
	
	
	

	Country 2
	
	
	
	
	
	
	
	

	Country 3
	
	
	
	
	
	
	
	

	Worldwide
	
	
	
	
	
	
	
	

	 Total
	
	
	
	
	
	
	
	


*One trend period before the trend was detected
** The trending period when the trend was detected
***The following trending period after the trend was detected
****following the previous trending period

3. Manufacturer’s analysis about the trend

On this section describe the details of any preliminary analysis you can provide and provide details of any further investigations you plan to undertake to reach the root cause.
· Follow-up reports: preliminary results and conclusions of manufacturer’s investigation
· Initial actions (corrective and/or preventive) implemented by the manufacturer
· What further investigations do you intend in view of reaching final conclusions?  
· Use the IMDRF codes or in-house codes to describe the investigation process (table 3)





Table 3. Description of the investigation process by the IMDRF or in-house codes
	Coding with IMDRF terms or in-house codes
	Choice 1
most relevant code
	Choice 2
Code
	Choice 3
Code

	IMDRF Cause investigation : Type of investigation (Annex B) /In-house code*
	
	
	

	IMDRF Cause investigation : Investigation findings (Annex C) /In-house code
	
	
	

	IMDRF Cause investigation : Investigation conclusion (Annex D) /In-house code
	
	
	


*provide the description of the code 

· Final report
·  Reasoning whether the root cause was not identified and its effect to the device safety and performance 
· Description of the changes made to the risk analysis including the changes to the thresholds

4. Corrective actions

On this section describe the corrective and preventive actions taken
· Provide the following information for the Corrective and preventive actions: type of action, issuing date, scope of the CAPA, description of the CAPA and manufacturer’s reference number
· For the FSCAs provide the reference number
· Time schedule for the implementation of the identified actions







