ISO 14971:2000 Generic Checklist

Company/Client: 





Date:  





	ISO 14971:2000 Requirements
	Auditor Notes
	Conr / NonConf?

	3 General requirements for risk management

3.1 National or regional regulatory requirements

· Has applicability of 3.3 and 3.4 been determined?

· ________________________________________


· ________________________________________


	
	

	· 3.2 Risk management process

· Has a RM process been established?

· Is the process documented?

· Does the process include

· risk analysis;

· risk evaluation;

· risk control; and

· post-production information.

· Does design/development process  incorporate RM?



· ________________________________________


· ________________________________________
	
	

	3.3 Management responsibilities

· Has the manufacturer:

a) define the policy for determining acceptable risk?

b) ensured adequate resources are available?

c) ensured resources are trained?

d) reviewed the results of risk management activities at defined intervals?

· _______________________________________



· _______________________________________

	
	

	3.4 Qualification of personnel

· Have persons with appropriate knowledge been assigned to RM tasks?

· ________________________________________


· _______________________________________

	
	

	3.5 Risk management plan

· Has a RM plan been established?

· Does the plan include:

a) the scope of the plan, including device, life cycle phases;

b) a verification plan;

c) responsibilities;

d) requirements for RM review; and

e) criteria for risk acceptability.

· Has the plan changed?  Has a change history been maintained?

· ________________________________________


· ________________________________________

	
	

	3.6 Risk management file

· Are required deliverables located in the RM file or does the RM file point to all required documents?

· Can deliverables be obtained in a timely fashion?

· ________________________________________


· ________________________________________

	
	

	4 Risk analysis(Steps 1, 2 and 3 of Figure 2)

4.1 Risk analysis procedure

· Has the following been identified?

a) a description and identification of the device or accessory;

b) person(s) and organization which carried out the risk analysis;

c) date 

· ________________________________________


· ________________________________________


	
	

	4.2 Intended use/intended purpose and identification of characteristics related to the safety of

the medical device (Step 1)

· Has the intended use/intended purpose been identified?

· Has any foreseeable misuse been identified?

· Have qualitative and quantitative characteristics that could affect the safety of the medical device been identified along with any required limits ?  

· Are thiese items in the RM File?

· ________________________________________


· ________________________________________

	
	

	4.3 Identification of known or foreseeable hazards (Step 2)

· Has a lit of known or foreseeable hazards been identified?

· Have normal and fault conditions been considered?

· Have previously recognized hazards shall be identified?

· Have foreseeable sequences of events been identified?

· Have these items been placed in the RM file?

· ________________________________________


· ________________________________________


	
	

	4.4 Estimation of the risk(s) for each hazard (Step 3)

· Have risks in both normal and fault conditions been evaluated for each hazard?

· Have consequences of  hazards for which the probability of occurance of ham cannot be estimated been identified.  

· Has the system used for qualitative or quantitative categorization of probability estimates or severity levels been recorded in the risk management file.

· ________________________________________


· ________________________________________


	
	

	5 Risk evaluation (Step 4)

· Have criteria for levels of acceptable risk been identified in the RM plan?

· Have the results been recorded in the RM file?

· ________________________________________


· ________________________________________


	
	

	6 Risk control (Steps 5 to 10)

6.1 Risk reduction

· If risk reduction is required, have steps 6.2 to 6.7 been followed?

· ________________________________________


· ________________________________________


	
	

	6.2 Option analysis (Step 5)

· Have appropriate risk control measure(s) been identified?  

· Have they been identified in the following order?

· inherent safety by design;

· protective measures in the medical device itself or in the manufacturing process;

· information for safety.

· Recorded in RM file?

· Was a risk/benefit analysis required and conducted?

· ________________________________________


· ________________________________________


	
	

	6.3 Implementation of risk control measure(s) (Step 6)

· Have identified risk control measure(s) been implemented and recoreded in the RM file?

· Have risk control measures which have been implemented also been verified?

· Have the results been recorded in the RM file?

· ________________________________________


· ________________________________________


	
	

	6.4 Residual risk evaluation (Step 7)

· After risk reduction, has residual risk been identified?

· Did residual risk meet the acceptability level?

· If not were further risk control measures applied?

· If residual risk is acceptable, has information required to explain the risk been made available?

· ________________________________________


· ________________________________________

	
	

	6.5 Risk/benefit analysis (Step 8)

· For residual risks which are unacceptable where further risk control is impractical, has a risk/benefit analysis been conducted?

· Were appropriate literature sources used to defend use?

· Was documentation supporting decision placed in the RM file?

· ________________________________________


· ________________________________________

	
	

	6.6 Other generated hazards (Step 9)

· Were risk controls reviewed to identify the introduction of new hazards?

· Were these hazards assessed according to the RM process?

· ________________________________________


· ________________________________________


	
	

	6.7 Completeness of risk evaluation (Step 10)

· Has assurance been provided that all identified hazards have been evaluated?

· Documented in the RM File?

· ________________________________________


· ________________________________________


	
	

	7 Overall residual risk evaluation (Step 11)

· Has overall residual risk been compared to the criteria established in the RM plan?

· If unacceptable, has a risk to benefit analysis been conducted?

· Have results of the evaluated been recorded in the RM file?

· ________________________________________


· ________________________________________


	
	

	8 Risk management report (Step 12)

· Has a RM report been completed?

· Does it provide traceability for each hazard to the risk analysis, evaluation, implementation and verification, and assessment that the risk is acceptable?

· Is the RM Report part of the RM file?

· ________________________________________


· ________________________________________


	
	

	9 Post-production information (Step 13)

· Has a system been identified for capturing post production information?  

· Does this system include the device plus similar devices?

· Has the information been evaluated for safety including the following:

a) if previously unrecognized hazards are present;

b) if the estimated risk(s) arising from a hazard is no longer acceptable;

c) if the original assessment is otherwise invalidated.

· Has this information been feed back into the  RM process?

· Are these results included in the RM file?

· ________________________________________


· ________________________________________
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