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1. [bookmark: _heading=h.3znysh7]General information
1.1. [bookmark: _heading=h.2et92p0]Identification and description of the medical device that was analyzed
[Intentionally left blank; to be filled out by user]
1.2. [bookmark: _heading=h.tyjcwt]Identification of the person(s) and organization(s) who carried out the risk analysis
[Intentionally left blank; to be filled out by user]
1.3. [bookmark: _heading=h.3dy6vkm]Scope and date of risk analysis
[Intentionally left blank; to be filled out by user]
1.4. [bookmark: _heading=h.1t3h5sf]Intended use
[Intentionally left blank; to be filled out by user]
1.5. [bookmark: _heading=h.4d34og8]Reasonably foreseeable misuse
[Intentionally left blank; to be filled out by user]
1.6. [bookmark: _heading=h.2s8eyo1]Overall risk evaluation
[Intentionally left blank; to be filled out by user]
1.7. [bookmark: _heading=h.17dp8vu]Completeness of risk control
[Intentionally left blank; to be filled out by user]
1.8. [bookmark: _heading=h.3rdcrjn]Risk management review
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{#riskManagement.initialTotalProbabilityMatrix || riskManagement.initialAcceptabilityMatrix || riskManagement.residualTotalProbabilityMatrix || riskManagement.residualAcceptabilityMatrix}
2. [bookmark: _heading=h.lnxbz9]Risk evaluation framework
{#riskManagement.initialTotalProbabilityMatrix}
2.1. [bookmark: _heading=h.1ksv4uv]Initial total probability
Initial derived total probability based on likelihood of occurrence (P1) and likelihood of harm (P2).
{~~ riskManagement.initialTotalProbabilityMatrix}
{#riskManagement.initialTotalProbabilityMatricesPerHazard}
2.1.1. [bookmark: _heading=h.44sinio]Hazard type {hazardType}
{~~ table}
{/}
{/}
{#riskManagement.initialAcceptabilityMatrix}
2.2. [bookmark: _heading=h.z337ya]Initial risk evaluation / acceptance
Initial risk evaluation and acceptance based on total probability and severity.
{~~ riskManagement.initialAcceptabilityMatrix}
{#riskManagement.initialAcceptabilityMatricesPerHazard}
2.2.1. [bookmark: _heading=h.3j2qqm3]Hazard type {hazardType}
{~~ table}
{/}
{/}
{#riskManagement.residualTotalProbabilityMatrix}
2.3. [bookmark: _heading=h.4i7ojhp]Residual total probability
Residual derived total probability based on likelihood of occurrence (P1) and likelihood of harm (P2).
{~~ riskManagement.residualTotalProbabilityMatrix}
{#riskManagement.residualTotalProbabilityMatricesPerHazard}
2.3.1. [bookmark: _heading=h.2xcytpi]Hazard type {hazardType}
{~~ table}
{/}
{/}
{#riskManagement.residualAcceptabilityMatrix}
2.4. [bookmark: _heading=h.3whwml4]Residual risk evaluation / acceptance
Residual risk acceptance based on total probability and severity.
{~~ riskManagement.residualAcceptabilityMatrix}
{#riskManagement.residualAcceptabilityMatricesPerHazard}
2.4.1. [bookmark: _heading=h.2bn6wsx]Hazard type {hazardType}
{~~ table}
{/}
{/}
{/}
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{@$KQL rawSafetyItems = type:RQ,SW,HW}
{@$SET safetyItems = rawSafetyItems | where:'fieldContent.Context=="Safety"'}
{@$KQL riskItems = type:RISK}
{@$KQL riskControlItems = (type:RQ,SW,HW,TC,TE) and is:risk-control}
{#safetyItems.length > 0}
3. [bookmark: _heading=h.3as4poj]Identification of characteristics related to safety
{#safetyItems}
{~~. | itemContent}
{/}
{/}
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{#riskItems.length > 0}
4. [bookmark: _heading=h.49x2ik5]Risks
{#riskItems}
{~~. | itemContent}
{/}
{/}



{#riskControlItems.length > 0}
5. [bookmark: _heading=h.49x2ik5]Risk Controls
[bookmark: _heading=h.tujzbqjf3uw5]
{#riskControlItems}
{~~. | itemContent}
{/}
{/}
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