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Risk
analysis

Risk

evaluation

Risk
control

Risk management plan (4.4)

Evaluation of
overall residual risk

Risk management
review
1

Production and post-
production actlvities

@

—>| Establish intended use and reasonably foresecable misuse (5.2) |

| Identify characteristics related tosafety (5.3) |

v

| Identify hazards and hazerdous situations (5.4) |

v

:Jl Estl the risk(s) for each hazardous situation (5.5) I

Is risk control required? (6)

—DI Identify appropriate risk conirol measures (7.1)

Is risk
control practicable?
(7.1}

Do the
benefits outweigh the risk?
(7.4)

Yes

Implement and verify the identified risk contro! measures (7.2) |

The uf er may consid
modifying the medical device or its
intended use (go back to 5.2).
Otherwise the risk remains

unacceptable.

Is the residual risk acceptable?
(7.3)

Are new
hazards or hazardous
situations introduced or existing risks
affected?
(7.5)

Haveall
identified hazardous

sttuations been considered?

(7.6)

Is the
overall residual risk
in relation to the henefits 7
8)

No

y

The ift ‘er may consid
implementing additional risk
| Review the execution of the risk management plan and | control measures (go back to 7.1)

prepare the risk management report (9) or modifylng the medical device or
its intended use (go backto 5.2).

Otherwise the overall restdual risk
remains unacceptable.

| Collect production and pest-production information (10.2) I

v

| Review production and post-preduction information (10.3) |

Is
reassessment of risk necessary?
(104)
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