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Disclaimer 

This is a template and must be adapted according to the requirements of the manufacturer/product. This also 
applies to the corporate design as well as any requirements of the manufacturer's quality management.  

All contents of this template are based on the current interpretations of the regulatory requirements.  

The pre-entered contents must always be critically reviewed, adapted or supplemented in relation to the prod-
uct. THIS IS NOT A FILL-IN TEMPLATE ONLY. 

 
Further notes on the application of the template 

Yellow markings are to be checked and supplemented or adapted 

Yellow marked, italic text parts are optional and have to be checked, supplemented or adapted accordingly 

Light blue, italicized text parts are content notes or examples and not part of the document, i.e. they can be 
deleted after inserting the content into the respective section. 

The present page is not part of the document and is to be removed. 
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Risk 

ID 

Hazard  
(potential source 

of harm) 

Hazardous  
situation 

Harm 
(damage to the health 

of people, or to  
property or the  
environment) 

Risk  
assessment Risk control measures 

(mitigation measures) 

Verification of the  
implementation and  

effectiveness of risk control  
measures 

Residual risk 
assessment 

New risks due to 
measures? 

Additional measures 
necessary? P S R P S R 

R1 

Improper or 
insufficient 

material 
used during 
production 

Patient is ex-
posed to the 

material when 
using the de-

vice 

Irritation of the 
affected skin 2 2 l 

Quality aspects relating to 
materials and production 
regulated by quality assur-
ance agreement with sup-
pliers. 

Internal quality assurance 
measures. 

QAA with supplier xy from YYYY-
MM-DD 

SOP for goods receipt 

SOP Internal process control 
1 3 l no 

R2 
Liquid leaked 
into the de-

vice 

Malfunction, in-
correct mea-
sured value 

No adequate 
treatment of the 

patient 
2 4 h 

Application of EN IEC 
60580:2020 

Note in the instructions for 
use that liquid must not 
penetrate the device under 
any circumstances 

Report for testing acc. to EN IEC 
60580:2020 dated YYYY-MM-DD 

Instructions for use of the device 
1 4 l no 

             

             

             

P = probability of occurrence; S = severity; R = risk range (h = high, l = low). 
 
Please fill in table with all identified (potential) risks to the production and the device itself and expand for this purpose if necessary. 

Purchase to view full content of the document 
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Disclaimer 

This is a template and must be adapted according to the requirements of the manufacturer/product. This 
also applies to the corporate design as well as any requirements of the manufacturer's quality management.  

All contents of this template are based on the current interpretations of the regulatory requirements.  

The pre-entered contents must always be critically reviewed, adapted or supplemented in relation to the 
product. THIS IS NOT A FILL-IN TEMPLATE ONLY. 

 
Further notes on the application of the template 

Yellow markings are to be checked and supplemented or adapted 

Yellow marked, italic text parts are optional and have to be checked, supplemented or adapted accordingly 

Light blue, italicized text parts are content notes or examples and not part of the document, i.e. they can be 
deleted after inserting the content into the respective section. 

If check boxes are listed, an adequate box must be checked. 

The present page is not part of the document and is to be removed. 
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1 Scope 

☐ This risk analysis and risk management report are applicable to the medical devices listed in the 
associated risk management plan (Risk Management Plan xxx, dated/version xxx). 

☐ Other, subject of the risk analysis: 

Text box for explanations 

2 Reason for risk assessment 

☐ Design & Development, Phase:  

☐ Input from PMS activities:  

☐ Changes in the state of the art:  

☐ Product modification:  

☐ Changes in processes after development:  

☐ Corrective and preventive action:  

☐ Notifications of incidents and new risks:  

☐ Other:  

Please briefly explain reason in the corresponding line of the right column 

3 Risk analysis 

☐ The risk analysis was performed according to the risk management plan (see Section Fehler! 
Verweisquelle konnte nicht gefunden werden.). 

☐ The risk analysis was performed according to: 

Text box for explanations 

3.1 Risk analysis table 

Based on the manufacturing process, product design and intended purpose, any risks were identified 
that are related to the intended purpose, foreseeable misuse and other characteristics related to 
product safety. 

The potential harms were assigned to the corresponding hazard situations and sources of harm. The 
most severe potential consequence in the event of harm (severity) was then assessed and the proba-
bility of occurrence estimated. With these evaluations, the risk matrix (see associated RM plan) was 
used to determine the general risk = basic risk. 

The result divides the basic risk resulting from the source of harm into the risk ranges: "high" (unac-
ceptable) or "low" (largely acceptable). According to these categories, the type of mitigation 
measures to be applied (design change/modification in manufacturing, protective feature in the de-
vice, protective measures in processes and/or safety information) could be selected. The residual risk 
resulted from the achieved reduction of the basic risk due to the effect of the mitigation measures. 
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The verification activities for the implementation of each risk control measure as well as the effec-
tiveness of the measures or corresponding references are shown in the risk analysis table. 

The associated risk analysis table can be found in file/document xxx. 

As shown in Table 1, each individual risk considered could be reduced to a low level (largely accepta-
ble). Please transfer risk IDs from the risk analysis table to Table 1 

Table 1: Risk matrix, semi-quantitative 5x5 matrix 

 
Severity 

S-1 S-2 S-3 S-4 S-5 

O
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ty
 P-5      

P-4      

P-3      

P-2      

P-1   R1 R2  

4 Evaluation of the overall residual risk 

It was considered whether the overall risk associated with the medical device met the criteria for ac-
ceptability of the overall residual risk. This consideration took into account the contributions of all 
residual risks together in relation to the benefit of the intended use of the medical device. 

☐ A maximum of 50% of the residual risks were adjacent to the unacceptable range. Therefore, 
the overall residual risk is also rated as acceptable. 

☐ More than 50% of the residual risks were adjacent to the unacceptable range. However, review 
of data and literature for the medical devices under consideration and similar devices on the 
market, or assessment by the risk management team with application knowledge and clinical 
expertise, indicated that the medical benefit continued to outweigh the residual risk. Therefore, 
the overall residual risk was nevertheless assessed as acceptable in the context of this benefit-
risk analysis. This benefit-risk analysis is detailed below: 

Text box for explanations 

 

☐ The overall residual risk is assessed as unacceptable. 

Note:  If the overall residual risk analysis showed that the overall residual risk could not be assessed as 
acceptable, further measures to mitigate the residual risks were carried out as part of the risk 
analysis of the individual risks until the overall residual risk could be assessed as acceptable 
and/or a successful benefit-risk analysis was carried out. If this was not possible, the final overall 
residual risk was classified as unacceptable. 

5 Summary 

The risk management plan has been implemented appropriately. 

Purchase to view full content of the document 
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The overall residual risk has been assessed as acceptable. The final verification of the risk control 
measures is carried out with this risk management report. 

Users are informed of significant residual risks. All necessary information is included in the instruc-
tions for use to disclose these residual risks. 

Appropriate methods are in place to collect and review information during production and post-pro-
duction phases. These are described in the risk management plan (see Section Fehler! Verweisquelle 
konnte nicht gefunden werden.). 
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Disclaimer 

This is a template and must be adapted according to the requirements of the manufacturer/product. This 
also applies to the corporate design as well as any requirements of the manufacturer's quality management.  

All contents of this template are based on the current interpretations of the regulatory requirements.  

The pre-entered contents must always be critically reviewed, adapted or supplemented in relation to the 
product. THIS IS NOT A FILL-IN TEMPLATE ONLY. 
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1 Scope 

This plan is applicable to the following medical devices: 

Table 1: Medical devices applicable to the plan 

Product(s) or trade name(s) / product group/family 

Item no. Designation Intended purpose *1  Current life cycle phase *2 

    

    

    

*1 The intended purpose should take into account information such as intended medical indication, patient population, part 
of the body or type of tissue interacted with, user profile, use environment, and operating principle. (EN ISO 14971:2019 + 
A11:2021) 
*2 z.B. indication of development phase or production and post-production phase. 

The risk management plan refers to product risk activities and documentation. The scope of risk 

management is limited to the medical devices mentioned above, the interface with other devices 

and the intended purpose stated by the manufacturer. 

2 Responsibilities and authorities 

Table 2: Responsibilities and authorities 

Responsibilities / 

risk management activities 
Function Assigned person(s) 

Release of risk management Management  

Determine risk management team and team 
leader (TL). 

Management  

Defining acceptance criteria for risk management 
in line with risk policy 

Risk management team  

Risk management plan Risk management team  

Risk analysis 

 Description of the intended purpose and rea-
sonably foreseeable misuse 

 Identification of the characteristics that are re-
lated to safety 

 Identification of associated hazards and haz-
ardous situations 

 Estimation of risks for each hazardous situa-
tion 

Risk management team  

Risk assessment Risk management team  
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Responsibilities / 

risk management activities 
Function Assigned person(s) 

Risk control 

 Analysis of risk control options 

 Implementation of risk control measures 

 Residual risk assessment 

 Benefit-risk analysis 

 Risks arising from risk control measures 

 Completeness of risk control 

Risk management team  

Verification of risk control Risk management team  

Overall residual risk assessment Risk management team  

Risk management report 
Risk management 

team, Quality manager 
+ Management 

 

Review information from production and post pro-
duction phases 

Risk management team  

Maintain risk management files Quality manager  

TL Team leader of the risk management team Please identify the team leader accordingly 

3 Review of risk management activities 

The risk management file is kept up to date during the entire product life cycle, including the phases 

of product development (initial idea to market launch), ongoing production and the post-production 

phases (transport, storage, installation, use of the device, maintenance, repair, changes to the de-

vice, decommissioning and disposal). 

Depending on the life cycle of the devices under consideration, the risk management activities are 

regularly reviewed in accordance with standard operating procedure xxx: 

 Product development: 

As part of each individual development phase (in accordance with standard operating pro-

cedure xxx). 

The findings of the review are recorded in the corresponding development file / design his-

tory file. 

 Ongoing production and post-production phases: 

Once a year, as part of the review of PMS activities (as per standard operating proce-

dure/form xxx), a review is carried out to determine whether new risks or risks that are no 

longer acceptable are to be identified. Internal feedback is also reviewed as part of the CAPA 

process. 

Purchase to view full content of the document 
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The results are recorded in the analysis and assessment documents in accordance with the 

PMS plan and the CAPA forms (in accordance with standard operating procedure xxx). If an 

update of the risk assessment is necessary, the risk management file, including the risk man-

agement report, must also be updated. 

Data from post-market surveillance (as per form xxx), including data from the vigilance procedure 

(standard operating procedure xxx) and from complaints (standard operating procedure xxx), as well 

as feedback from production and other relevant data from the CAPA system (as per standard operat-

ing procedure xxx), are the main sources of input. In the context of product development, literature 

and database searches of similar devices can also provide input data. 

In addition, an immediate review may be necessary, for example, in the case of the following causes: 

a. Changes in the state of the art 

b. Changes to the device (e.g. design, usability) 

c. Changes in processes following development 

d. Corrective and preventive actions 

e. Notifications of incidents and new risks   

The persons responsible and functions involved are listed in Table 2.  

A review of the risk management activities and the topicality of the risk management is carried out 

regularly as part of the annual management review (see standard operating procedure xxx). The re-

sults of this review are recorded in the management review report (form/report xxx). 

4 Criteria for risk acceptance 

To determine acceptable risks, the severity (according to Table 3) and the probability of occurrence 

(according to Table 4) of a risk are evaluated and combined in a semi-quantitative matrix (risk matrix, 

Table 5). 

Table 3: Determination of severity (S), qualitative levels of severity 

Common terms Description 

Catastrophic / Fatal S5 Results in death 

Critical   S4 Results in permanent impairment or irreversible injury 

Serious / major S3 
Results in injury or impairment requiring medical or surgical in-

tervention 

Minor   S2 
Results in temporary injury or impairment not requiring medical 

or surgical intervention 

Negligible  S1 Results in inconvenience or temporary discomfort 
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Table 4: Determination of probability of occurrence (P), qualitative level of probability of occur-
rence (related to xy times product is used, which is equal to sales of the product per year / which is 
equal to sales of xy products per year) An explanation applicable to the device should be provided 

Common terms Probability range 

Frequent  A5 > 1 out of 100  (p > 10-2) 

Probable  A4 ≤ 1 out of 100  (p ≤ 10-2) 

Occasional  A3 ≤ 1 out of 1000  (p ≤ 10-4) 

Remote   A2 ≤ 1 out of 10.000 (p ≤ 10-6) 

Improbable  A1 ≤ 1 out of 100.000 (p ≤ 10-8) 

 

Table 5: Risk matrix, semi-quantitative 5x5 matrix 

 
Severity 

S-1 S-2 S-3 S-4 S-5 
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 P-5      

P-4      

P-3      

P-2      

P-1      

 

If a probability of occurrence cannot be estimated, a list of possible consequences is drawn up. In de-

termining the probability, the possible harm and the severity of the harm are considered. Informa-

tion is taken from the following sources, for example: 

 published standards 

 scientific or technical investigations 

 Market data on similar medical devices already in use, including publicly available incident 

reports 

 usability tests with typical users 

 clinical evidence 

 results of relevant investigations or simulations 

 expert reports 

After evaluation of the acceptance criteria, the risk under consideration is assigned to either a "high" 

or "low" risk range (see Table 6). 

1. In the "high" range are the unacceptable risks related to the complete risk management pro-

cess. 
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2. Notwithstanding point 1, the range "high" can be accepted if the benefit-risk analysis deter-

mines that the medical benefit outweighs the remaining risk. 

3. The recorded risks in the "low" range are considered to be largely acceptable. 

Table 6: Risk ranges 

Risk range Description 

high unacceptable range 

low 

largely acceptable range 

(Risks are reduced as far as possible without adversely affecting 
the benefit-risk ratio) 

 

5 Method for evaluating the overall residual risk and criteria for acceptability 

It is considered whether the overall risk associated with the medical device meets the criteria for ac-

ceptability of the overall residual risk. This consideration takes into account the contributions of all 

residual risks together in relation to the benefit of the intended purpose of the medical device. 

For this purpose, the risk matrix is considered in a more differentiated manner. If many of the risks 

are borderline, i.e., the risks are directly adjacent to a red box (dark green area in Table 7), the distri-

bution of risks may indicate that the overall residual risk may not be acceptable, even if each individ-

ual risk was judged to be acceptable. Therefore, it is specified that a maximum of 50% of the residual 

risks may be in the borderline range for the overall residual risk to be assessed as acceptable. If an 

individual risk in the high risk range was previously considered acceptable in the benefit-risk analysis, 

it is included in the borderline risks for this consideration. 

If the review of data and literature for the medical devices under consideration and similar devices 

on the market, or the assessment by the risk management team with application knowledge and clin-

ical expertise, indicates that the medical benefit continues to outweigh the residual risk, however, 

the overall residual risk may still be assessed as acceptable under this benefit-risk analysis. 

This is only one example of how the overall residual risk can be assessed. Further possible approaches 

can be found, for example, in ISO/TR 24971:2020 Section 8. 
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Table 7: Differentiated risk matrix for overall residual risk assessment 

 
Severity 
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P-1      

The representation is not the ALARP principle (as low as reasonably practical). 

6 Verification activities 

The implementation of each risk control measure and the effectiveness of the risk control measures 

shall be verified and the verification activities shall be documented (e.g., in the risk analysis table). At 

a minimum, references to this documentation shall be maintained in the risk management file. 

In the course of product development, the implementation and effectiveness of these measures are 

verified in accordance with standard operating procedure xxx (Design and Development). If risks 

have been identified during production and post production phases, which required measures for 

risk control, this has to be recorded in the CAPA system (standard operating procedure xxx) and is 

verified as part of this. 

7 Information from the production and post-production phases 

Activities related to the collection and review of relevant information from production and post-pro-

duction phases are carried out as part of post-market surveillance (PMS), the vigilance system (stand-

ard operating procedure xxx), and the CAPA process (standard operating procedure xxx). 

At least once a year, in the course of the control of PMS activities (according to standard operating 

procedure/form xxx), it is checked whether new risks or risks that are no longer acceptable are to be 

identified.  

Activities in this regard include: 

 Review of reports on serious incidents 

 Review of feedback and complaints 

 Review of literature, databases and/or registers 

 Observation of trends 

Internal feedback (e.g. from production) is also recorded and reviewed as part of the CAPA process 

(standard operating procedure xxx) with regard to aspects relevant to product safety. 
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