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	Top Row - Process Review
Bottom Row – Product RMF Review

	3 General requirements for risk management 

	3.1 Risk management process 

	1.
	Has the manufacturer established, documented and maintained throughout the life-cycle an ongoing process for identifying hazards associated with a medical device, estimating and evaluating the associated risks, controlling these risks, and monitoring the effectiveness of the controls?
	
	
	

	
	
	
	
	

	2.
	Does the process include the following elements: 

	
	risk analysis?
	
	
	

	
	
	
	
	

	
	risk evaluation?
	
	
	

	
	
	
	
	

	
	risk control?
	
	
	

	
	
	
	
	

	
	production and post-production information?
	
	
	

	
	
	
	
	

	3.2 Management responsibilities

	1.
	Has top management provided evidence of its commitment to the risk management process 

	
	by ensuring the provision of adequate resources and
	
	
	

	
	
	
	
	

	
	ensuring the assignment of qualified personnel (see 3.3) for risk management?
	
	
	

	
	
	
	
	

	2.
	Has top management defined and documented the policy for determining criteria for risk acceptability? 


	
	
	

	
	
	
	
	

	
	Does this policy ensure that criteria are based upon applicable regulations and relevant standards, and does it take into account available information such as the generally accepted state of the art and known stakeholder concerns?
	
	
	

	
	
	
	
	

	3.
	Has top management reviewed the suitability of the risk management process at planned intervals to ensure continuing effectiveness of the risk management process and documented any decisions and actions taken?
	
	
	

	
	
	
	
	

	3.3 Qualification of personnel 

	1.
	Do persons performing risk management tasks have the knowledge and experience appropriate to the tasks assigned to them? 

	
	
	

	
	
	
	
	

	
	Do these include, where appropriate, knowledge and experience of the particular medical device (or similar medical devices) and its use, the technologies involved or risk management techniques?
	
	
	

	
	
	
	
	

	2.
	Are appropriate qualification records maintained?
	
	
	

	
	
	
	
	

	3.4 Risk management plan 

	1.
	Has the manufacturer established and documented a risk management plan for each medical device? 
	
	
	

	
	
	
	
	

	2.
	Does the plan include at least the following: 

	
	a) the scope of the planned risk management activities; 
	
	
	

	
	
	
	
	

	
	b) assignment of responsibilities and authorities; 
	
	
	

	
	
	
	
	

	
	c) requirements for review of risk management activities; 
	
	
	

	
	
	
	
	

	
	d) criteria for risk acceptability; 
	
	
	

	
	
	
	
	

	
	e) verification activities;
	
	
	

	
	
	
	
	

	
	f) activities related to collection and review of relevant production and post-production information?
	
	
	

	
	
	
	
	

	3.
	Are records of plan changes during the life-cycle of the medical device maintained in the risk management file?
	
	
	

	
	
	
	
	

	3.5 Risk management file 

	1.
	Has the manufacturer established and maintained a risk 

Management file for each medical device?
	
	
	

	
	
	
	
	

	2.
	Does the risk management file provide traceability for each identified hazard to: 

	
	the risk analysis;
	
	
	

	
	
	
	
	

	
	the risk evaluation;
	
	
	

	
	
	
	
	

	
	the implementation and verification of the risk control measures;
	
	
	

	
	
	
	
	

	
	the assessment of the acceptability of any residual risk(s)?
	
	
	

	
	
	
	
	

	4. Risk analysis

	4.1 Risk analysis process 

	1.
	Are the implementation of the planned risk analysis activities and the results of the risk analysis recorded in the risk management file?
	
	
	

	
	
	
	
	

	2.
	Do these records include at least the following: 

	
	a) a description and identification of the medical device that was analyzed; 
	
	
	

	
	
	
	
	

	
	b) identification of the person(s) and organization who carried out the risk analysis; 
	
	
	

	
	
	
	
	

	
	c) scope and date of the risk analysis?
	
	
	

	
	
	
	
	

	4.2 Intended use and identification of characteristics related to the safety of the medical device 

	1.
	For each medical device, has the manufacturer documented the intended use 
	
	
	

	
	
	
	
	

	
	and reasonably foreseeable misuse?
	
	
	

	
	
	
	
	

	2.
	Has the manufacturer identified and documented those qualitative and 

quantitative characteristics that could affect the safety of the medical device 
	
	
	

	
	
	
	
	

	
	and, where appropriate, their defined limits?
	
	
	

	
	
	
	
	

	3. 
	Is this documentation maintained in the risk management file?
	
	
	

	
	
	
	
	

	4.3 Identification of hazards 

	1.
	Has the manufacturer compiled documentation on known and foreseeable hazards associated with the medical device in both normal 
	
	
	

	
	
	
	
	

	
	and fault conditions?
	
	
	

	
	
	
	
	

	2.
	Is this documentation maintained in the risk management file?
	
	
	

	
	
	
	
	

	4.4 Estimation of the risk(s) for each hazardous situation 

	1.
	Were reasonably foreseeable sequences or combinations of events that can result in a hazardous situation considered?
	
	
	

	
	
	
	
	

	2.
	Were the resulting hazardous situation(s) recorded?
	
	
	

	
	
	
	
	

	3.
	For each identified hazardous situation, were the associated risks estimated? 
	
	
	

	
	
	
	
	

	
	For hazardous situations for which the probability of the occurrence of harm could not be estimated, were the possible consequences listed for use in risk evaluation and risk control?
	
	
	

	
	
	
	
	

	5 Risk evaluation 

	1.
	For each identified hazardous situation, has the manufacturer decided, using the criteria defined in the risk management plan, if risk reduction was required? 
	
	
	

	
	
	
	
	

	2. 
	Were the results of this risk evaluation recorded in the risk management file?
	
	
	

	
	
	
	
	

	6 Risk control 

	6.1 Risk reduction 

	1.
	When risk reduction was required, were risk control activities, as described in 6.2 to 6.7, performed?
	
	
	

	
	
	
	
	

	6.2 Risk control option analysis

	1. 
	Has the manufacturer identified risk control measure(s) that are appropriate for reducing the risk(s) to an acceptable level?
	
	
	

	
	
	
	
	

	2.
	Has the manufacturer used one or more of the following risk control options in the priority order listed? 

	
	a) inherent safety by design; 
	
	
	

	
	
	
	
	

	
	b) protective measures in the medical device itself or in the manufacturing process;
	
	
	

	
	
	
	
	

	
	c) information for safety
	
	
	

	
	
	
	
	

	3. 
	Were the risk control measures selected recorded in the risk management file?
	
	
	

	
	
	
	
	

	4.
	If, during risk control option analysis, the manufacturer has determined that required risk reduction was not practicable, did the manufacturer conduct a risk/benefit analysis of the residual risk?
	
	
	

	
	
	
	
	

	6.3 Implementation of risk control measure(s) 

	1.
	Has the manufacturer implemented the risk control measure(s) selected in 6.2?
	
	
	

	
	
	
	
	

	2.
	Was the implementation of each risk control measure verified and was this verification recorded in the risk management file?
	
	
	

	
	
	
	
	

	3.
	Was the effectiveness of the risk control measure(s) verified and were the results recorded in the risk management file?
	
	
	

	
	
	
	
	

	6.4 Residual risk evaluation 

	1.
	After the risk control measures were applied, was any residual risk evaluated using the criteria defined in the risk management plan?
	
	
	

	
	
	
	
	

	2.
	Were the results of this evaluation recorded in the risk management file?
	
	
	

	
	
	
	
	

	3.
	If the residual risk was not judged acceptable using these criteria, were further risk control measures applied?
	
	
	

	
	
	
	
	

	4.
	For residual risks that were judged acceptable, did the manufacturer decide which residual risks to disclose and what information was necessary to include in the accompanying documents in order to disclose those residual risks?
	
	
	

	
	
	
	
	

	6.5 Risk/benefit analysis 

	1.
	If the residual risk was not judged acceptable and further risk control is not practicable and if the manufacturer has conducted a risk/benefit analysis, were the results of this evaluation recorded in the risk management file?
	
	
	

	
	
	
	
	

	2.
	For risks that were demonstrated to be outweighed by the benefits, did the manufacturer decide which information for safety was necessary to disclose the residual risk?
	
	
	

	
	
	
	
	

	6.6 Risks arising from risk control measures 

	1.
	Were the effects of the risk control measures reviewed with regard to: 

	
	a) the introduction of new hazards or hazardous situations; 
	
	
	

	
	
	
	
	

	
	b) Whether the estimated risks for previously identified hazardous situations were affected by the introduction of the risk control measures?
	
	
	

	
	
	
	
	

	2.
	Were any new or increased risks managed in accordance with 4.4 to 6.5. ?
	
	
	

	
	
	
	
	

	3.
	Were the results of this review recorded in the risk management file? 
	
	
	

	
	
	
	
	

	6.7 Completeness of risk control 

	1.
	Has the manufacturer ensured that the risk(s) from all identified hazardous situations have been considered? 
	
	
	

	
	
	
	
	

	2.
	Were the results of this activity recorded in the risk management file?
	
	
	

	
	
	
	
	

	7 Evaluation of overall residual risk acceptability 

	1.
	Has the manufacturer decided if the overall residual risk posed by the medical device is acceptable using the criteria defined in the risk management plan?
	
	
	

	
	
	
	
	

	2.
	If the overall residual risk was not judged acceptable, but the manufacturer judged that an overall residual risk was acceptable after a risk/benefit analysis, has manufacturer decided which information is 

necessary to include in the accompanying documents in order to disclose the overall residual risk?
	
	
	

	
	
	
	
	

	3.
	Were the results of the overall residual risk evaluation recorded in the risk management file?
	
	
	

	
	
	
	
	

	8 Risk management report 

	1.
	Prior to release for commercial distribution of the medical device, has the manufacturer carried out a review of the risk management process to at least ensure that the risk management plan has been appropriately implemented, that the overall residual risk is acceptable and that appropriate methods are in place to obtain relevant production and post-production information? 
	
	
	

	
	
	
	
	

	2.
	Were the results of this review recorded as the risk management report and included in the risk management file?
	
	
	

	
	
	
	
	

	3. 
	Was the responsibility for review assigned in the risk management plan to persons having the appropriate authority?
	
	
	

	
	
	
	
	

	9 Production and post-production information

	1.
	Has the manufacturer established, documented and maintained a system to collect and review information about the medical device or similar devices in the production and the post-production phases? 
	
	
	

	
	
	
	
	

	2.
	Was the information been evaluated for possible relevance to safety?
	
	
	

	
	
	
	
	

	3.
	If previously unrecognized hazards or hazardous situations are present or if the estimated risk(s) arising from a hazardous situation is/are no longer acceptable: 1) Was the impact on previously implemented risk management activities evaluated and fed back as an input to the risk management process? 2) was a review of the risk management file for the medical device conducted?; if there is a potential that the residual risk(s) or its acceptability has changed, was the impact on previously implemented risk control measures evaluated?
	
	
	

	
	
	
	
	

	4.
	Were the results of this evaluation recorded in the risk management file?
	
	
	

	
	
	
	
	



