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could cause serious harm to
the patient or user, where
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4. Critical Task

4.1 Critical & Serious

FDA Guidance 1%, FED EFE T Critical Task 2R D L HITEFEL TV D,

3.2 Critical Task

A user task which, if performed incorrectly or not performed at all, would or could cause serious

harm to the patient or user, where harm is defined to include compromised medical care.
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8.1.2 Tasks and Use Scenarios
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Transcript : As mentioned before, you should identify the critical task based on the severity level instead of

the probability and you should include all of the critical tasks in your human factors testing.
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FDA Guidance : Applying Human Factors and Usability Engineering to Medical Devices requires risk mitigation
control and residual risk evaluation. Is my understanding correct that this risk mitigation control and residual risk
evaluation have to be conducted based on severity of potential harm and NOT based on probability of the
occurrence of harm?

Note: 1ISO14971:2019 requires risk mitigation control and residual risk evaluation based on both severity of
potential harm and probability of the occurrence of harm.

FDA Human Factors Engineering Guidance (&) XA 7B R EFZRB IR VFHEEZERL TS, CDY R VKR X R
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Note: IS014971:2019 (&, YRV BB KEZK BV R VB Z B EMNBEDERSLEETDOREHEDTAICE DN
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You are not correct, per the Applying Human Factors and Usability Engineering to Medical Devices, risk

evaluation is based on both severity and probability of potential harm. 1ISO14971:2019 requiring risk mitigation


https://www.fda.gov/media/80481/download

control and residual risk evaluation based on both severity of potential harm and probability of the occurrence of
harm is the same for use errors.

The only place it is mentioned that does not require based on probability of occurrence of harm is the General
Principles of Software Validation because this cannot be calculated.

HHIXELLBHYZEE A, FDA Human Factors Engineering Guidance [2&d&, YRYEEIL. BENDERSEHEAE
SEDEAICEDNTESND, 1IS014971:2019 [FI R VER R EFZXF R VB Z BERNRBEDEKRSLBEED
REBEOEAICEINTITICLEZERLTEY  EAIS—ICHTEDLERLTY,

BEDREMEIZE OD(IEFERLAVHE—DEDI(X, FDA Guidance : General Principles of Software Validation
TY . cIFEETELELDSTY,

<G5 2 [EERE, EIZH : 2020 4-6 H 26 H >

=]

The guidance requires manufacturers to define criteria of critical task. Can the criteria be set based on both
severity and probability of occurrence of potencial harm caused by use error, following 1ISO14971:2019, not
based on only severity?
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This appears to be the same question which was answered on May 25, 2020, | hope you are
receiving these, if | am misunderstanding the question please elaborate.
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| interprete your answer that critical task should be defined based on both severity and probability of potential
harm. It means that potential harms which have high severity and low probability may not be critical tasks. The
FDA guidance requires manufacturers to perform human factors validation testing for all critical tasks. | want to
confirm that tasks which are not defined as critical tasks due to their law probability are not required human factors
validation testing.
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In the Table A-1. Outline of HFE/UE Report, Sec.7, the guidance requires manufacturers to report FDA
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"categorization of critical tasks by severity of potential harm”. Should the categorization be based on both severity
and probability of potential harm?
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You are correct, be sure to properly identify these tasks as stated in 6.1 Critical Task Identification and
Categorization, that does not mean there is no benefit in human factors for other tasks.

As stated in the previous emails 1SO14971:2019 requires risk mitigation control and residual risk evaluation
based on both severity of potential harm and probability of the occurrence of harm.
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8.1.6 Analysis of Human Factors Validation Test Results
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8.1.7 Residual Risk
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8.2 Human Factors Validation Testing of Modified Devices
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Appendix A, HFE/UE Report, Section 1: Conclusion
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Appendix C, Analyzing Results of Human Factors Validation Testing
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