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Documentation of Compliance

MEDICAL ELECTRICAL EQUIPMENT
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Manufacturer

Product description:

Model :

Accessories / System Components:


Original Issue: 05-09-00, Revised to include 2007 Publication: 7/1/07

	Clause
	Requirement
	Documentation of Compliance

	3.1

	A documented process shall be created and maintained to assure that for each product: hazards are identified, risk levels are estimated, that control measures are implemented and their effectiveness monitored. Specific elements shall include:
	Written procedures must be in place to assure the identified activities are performed. Those procedures are identified below:

	
	· Risk Analysis
	

	
	· Risk Evaluation
	

	
	· Risk Control
	

	
	· Post Production monitoring and control
	

	3.2

	Management shall assure the following activities are performed and documented.
	Identify the written procedures demonstrating that the requirements listed in a-d below have been met.

	
	 - Ensure that adequate resources are provided to support identification, evaluation, mitigation and on-going monitoring of risks.
	

	
	- Assure that personnel performing risk management activities have adequate knowledge and experience regarding the type of medical device and risk management techniques (see also 3.4).
	

	
	a) Define the policy for determining acceptable risk.
	

	
	b) Review the results of risk management activities at regular intervals to assure that they are adequate.
	

	3.3
	Records of the appropriate qualifications for performing risk management activities and documentation that individual personnel comply shall be maintained.
	

	3.4
	A risk management plan shall be created for each device and maintained under full revision control
. The plan shall include:
	Identify documents establishing compliance of the device with items a- e below.

	
	a) Identification and description of the device and its associated lifecycle phases that the plan will be applied to.
	

	
	b) Identification of roles and responsibilities
	

	
	c) Schedule reviews of the Risk Management Process.
	

	
	d) Criteria for acceptability of risks
.
	

	
	e) A verification plan.
	

	
	f) Definition of production and post-production activities.
	

	3.5
	A risk management file shall be created for each device that contains documentation that all risk management activities have been performed and links to the required documentation.
	

	4.1
	A risk analysis shall be performed which complies with 4.2 through 4.4 and shall document 
(in the risk management file) the following at minimum:
	Identify documents establishing compliance of the device with items a- c below.

	4.2
	The risk analysis shall describe the intended use(s)/purpose(s) of the device/accessories (including foreseeable misuse), a list of all qualitative or quantitative characteristics that could affect safety.
	

	4.3
	The risk analysis shall identify each known or foreseeable hazards associated with the device in normal and fault conditions.
	

	
	The risk analysis shall include documentation that previously identified hazards (from similar devices) 
have been identified.
	

	4.4
	The risk associated with all hazardous situations that could cause a hazard to become a harm must be estimated based on likelihood of the hazardous situation and severity of the harm. 
	

	
	Risks are estimated for all hazardous situations in both normal operation and foreseeable misuse.
	

	
	For hazardous situations where likelihood can not be estimated, a method for calculating risk has been used. (e.g.: assuming a probability of 1)
	

	5
	For each identified risk a determination is made whether risk reduction is required based on the predetermined limits for risk category. For those risks not considered to be acceptable, the requirements of clauses 6.2 to 6.88 (risk control, residual risk and risk management report) shall be performed.
	

	6.2

	For each risk (greater than "broadly acceptable”) associated with the device, measure to control (reduce) risk shall be identified. The control measures shall take the form of: 1) inherently safe design, 2) protective measures (features of the device such as guards), 3) information for the user identifying specific actions that will reduce the risk. These methods are listed according to priority (e.g.: risk control measures utilizing method 3 [information] shall be selected ONLY where methods 1 & 2 are not feasible) and shall be used as such. The methods selected for each risk (exceeding the “broadly acceptable range”) shall be documented in the risk management file.
	

	6.3
	Implementation of risk control measures identified in 6.2 shall be verified and their effectiveness validated unless they are defined in a consensus safety standard. The implementation 
and resulting level of risk (the verified effectiveness of the control measures) shall be documented in the risk management file.
	

	6.4
	After risk controls (as identified, implemented and verified in 6.2 & 6.3) have been implemented, the residual risks shall be evaluated utilizing the process described in 5. The requirements of 6.2 & 6.3 shall be applied to any residual risks which do not meet the acceptability criterion identified in 3.3 a) and 3.5 e). Where further risk control and reduction (of the unacceptable risks) according to 6.2 & 6.3  are determined infeasible, the basis of the infeasibility determination shall be documented in the risk management file and a risk/benefit analysis (see 6.5) shall be performed.
	

	6.5
	Where it has been determined and documented that further reduction of unacceptable risks is not feasible (according to 6.4), a risk/benefit analysis shall be performed to determine whether the residual unacceptable risks are outweighed by the benefits provided by the device. A risk/benefit analysis shall (at minimum) include the following: Identification of similar or alternative approaches to achieving the intended clinical purpose, the risk levels (utilizing the methods and criterion for acceptability identified in 3.3 & 3.5) associated with such alternatives, a comparison of those risk levels with the levels identified for the device
, a qualitative or quantitative evaluation of the clinical benefits provided by the aspect of the device associated with the risk, a comparison of the clinical benefits (associated with the feature/aspect of the device associated with the risk
) to the level of the unacceptable risks
. The process used for comparison and evaluation of the risks and benefits shall be documented in the risk management file.
	

	6.6
	After all risk control measures have been implemented, the measures shall be evaluated to determine if hazards have been introduced by the measures and their associated level of risk (see 5). Any such risks not determined to be acceptable (according to 3.3 a) & 3.5 e) 
OR 6.5) 
shall be controlled as described in 6.3-6.5.
	

	6.7
	After all risks associated with the device (see 5-6.6) have been reduced to acceptable limits, a final evaluation of the risk management process to assure that it has identified all hazards and risks associated with the device shall be performed and documented
 in the risk management file. 
	

	7
	After it has been determined that all individual risks have been reduced to meet or exceed acceptability limits (according to 3.3 a), 3.5 d) and/or 6.5), an “overall” risk level 
for the device shall be established which takes into account the residual risks associate with all hazards. This “overall risk” shall be evaluated to determine whether it is acceptable based on the limits established in 3.3 a) and 3.5 d) or on a determination that the overall risk is outweighed by the benefits of the device.
	

	8
	A risk management report shall be generated for each device which summarizes all risk management activities and which shall at minimum provide traceability from each identified hazard, through identification, analysis, identification and implementation of controls, evaluation of the effectiveness of those controls and the determination of acceptability of those risks. The risk management report shall be included in the risk management file.
	

	9

	A systematic system shall be established to identify and review any safety related 
information from the device or similar devices
. Such information shall be fed back into the risk management process. Where such information conflicts with determinations made in that process, the risk management file shall be updated to reflect the new information and include the results of the review.
	









































�PAGE \# "'Page: '#'�'"  ��This requirement is organizational and not device specific


�PAGE \# "'Page: '#'�'"  ��This requirement is organizational and not device specific


�PAGE \# "'Page: '#'�'"  ��Identifying all revisions to the plan & their justification.


�PAGE \# "'Page: '#'�'"  ��Demonstration that the procedural requirements of 3.3 a) have been followed for the device.


�PAGE \# "'Page: '#'�'"  ��The requirements of 4.1 a)-c) may be met/documented as part of the Risk Analysis OR may be documented separately.


�PAGE \# "'Page: '#'�'"  ��The evaluation of other devices and procedures which provide the same or similar clinical benefit can be extremely valuable when determining whether the overall risk presented by the device OR the levels of individual risks from the device being evaluated have been adequately mitigated (by benchmarking the level of risk currently accepted as acceptable). See also clauses 3.5 e), 6.4 and 7.


�PAGE \# "'Page: '#'�'"  ��Clause 6.1 is only a “pointer” to 6.2-6.7


�PAGE \# "'Page: '#'�'"  ��Both implementation AND effectiveness shall be verified..


�PAGE \# "'Page: '#'�'"  ��Determination as to whether similar or alternative devices or techniques may offer equivalent benefits at risk levels lower than those provided by the device being evaluated.


�PAGE \# "'Page: '#'�'"  ��It would be inappropriate to compare the overall benefit of the device with a single aspect of its design. Evaluations of risk vs. benefit should look only at that benefit compared with elimination of the hazard.


�PAGE \# "'Page: '#'�'"  ��No specific method is described for making the determination of the acceptability of risks in light of benefits. However, involvement of users and clinicians and potential patients who are independent of the manufacturer in making the determination or at minimum in validating the appropriateness of the determination is advisable.


�PAGE \# "'Page: '#'�'"  ��Pre established acceptability limits.


�PAGE \# "'Page: '#'�'"  ��Determining that risks are acceptable in light of the benefits provided.


�PAGE \# "'Page: '#'�'"  ��Documentation shall include the methodology used in the evaluation as well as the results of the evaluation.


�PAGE \# "'Page: '#'�'"  ��Methods for determining acceptability of the overall risk of the device can vary widely. Some examples of these methods could include: 1) Establishing a requirement that no more than “X” ALARP risks may exist, 2) A mathematic method for combining individual risk indices into a single value (such methods should take the cumulative effect of multiple risks deemed acceptable in isolation), 3) By establishing a risk index for devices and procedures which address the same clinical purpose (see 4.3) and requiring the device being evaluated to have an index at or below that level unless it provides additional clinical benefit and evaluating whether the added benefit outweighs the added risk.


�PAGE \# "'Page: '#'�'"  ��This requirement is to establish a monitoring system after the device has been released.


�PAGE \# "'Page: '#'�'"  ��Safety “related” includes situations where safety could have been impacted but was not.


�PAGE \# "'Page: '#'�'"  ��There is room for some discussion on how far “similar” should extend. However, at minimum information related to any devices (from the manufacturer or competitors) used in the initial evaluation must be included.
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