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Why did the FDA reject your rationale
for no human factors testing?
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Analytical Performance

Did you perform Precision (Repeatability/Reproducibility) Study? M
Did you perform Linearity Study? M
D|d yOU perform Analyt|ca| Warning: JavaScript Window - Section Content :
‘ >3 Contains analytical performance information that may be important to the submission but -

DO you have Assay Measu @ does not fit in any of the other headings of Analytical Performance.
H : NOTE: Usability/Human Factors Studies specifically assessing the instructions and/or device -
Dld you perform Analytlcal design in terms of impact of human behaviour, abilities, limitations, and other characteristics L

on the ability of the device to perform as intended should be included here. However,

H Human Factors Studies that include patients or performed as part of a clinical study should
Did you perform Assay Cut P P P y v

be included in the Clinical Studies section under Clinical Supportive Data question below.

Do you have Traceability in v

oK —
Do you have Stability informauon o mciuage mruns suormissiorn 7 M
Do you have other Analytical Performance Supportive Data to include in this submission? v
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Where do you attach the data?

Do you have other Analytical Performance Supportive Data to include in this submission? Yes :|

Provide a brief summary of the other Analytical Performance Supportive Data you included in this
submission.

Please attach documentation that includes details of other Analytical Performance
Supportive Data obtained with your device.
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I Was Bench Testing used in order to support this submission? Yes :|
Was Animal Testing used in order to support this submission? v
Was Clinical Testing used in order to support this submission? :l

Bench Testing .

Provide the predicate device submission number (e.g., K180001) that is the best
comparator for the testing attached below.

Page 17 of 22

Please attach documentation that includes details of the bench testing performed
with your device (test report, characterization, etc). A full test report includes:
objective of the test, description of the test methods and procedures, study
endpoint(s), pre- defined pass/fail criteria, results summary, conclusions, and an
explanation of how the data generated from the test support this submission.
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Java Script Box

JavaScript Window

Contains information about any tests/studies/evidences conducted to support the submission. This should include:

» A summary of the non-clinical evidence that falls within this category

= A discussion of the non-clinical testing considered for the device and support for their selection or omission from the
verification and validation studies conducted in this category (i.e. what tests were considered and why they were or were not
performed)

« Discussion to support why the evidence presented is sufficient

NOTE: The sponsor/applicant should explicitly address any existing regional regulatory guidance related to the
non-clinical study results provided in this section regarding the subject device. In addition, the sponsor/applicant should
consult any existing regional regulatory guidance related to where these attachments should be included.

[ Physical and Mechanical Characterization: Evidence that support the physical or mechanical properties of the subject
device is to be included in this section. If applicable, this should include particulate testing from wear or device coatings.

Chemical/Material Characterization: Tests that describe the chemical or structural composition of the device and
its components are to be included in this section.

Radiation Safety: Studies supporting radiation safety, where the device emits ionizing and/or non-ionizing radiation
or where the device is exposed to radiation are to be included in this section. This includes bench tests ensuring
safety and performance to support the MRI safety labelling of the device.

Non-Material-Mediated Pyrogenicity: Studies to support pyrogenicity evaluation of final release, such as endotoxin
levels, are to be included in this section. 9

Safety of Materials of Biological Origin (human/animal): Evaluations performed to demonstrate the safety of L
materials of biological origin (e.g. animal sourced, human sourced material) are to be included in this section.

Usability/Human Factors: Studies specifically assessing the instructions and/or device design in terms of impact |
of human behaviour, abilities, limitations, and other characteristics on the ability of the device to perform as intended
should be included here. L

OK

OWPLANG

MEDICAL

m  DEVICE
% ACADEMY
e

Warning: JavaScript Window

ival
=
S
S
~

I ’Z@Q'@e




FDAeSTARS
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What does Bing say?

The documentation is incomplete or inaccurate.

The documentation does not demonstrate that the device is substantially equivalent to a previously cleared device.

The documentation does not provide sufficient information about the device’s intended use and technical characteristics.
The documentation does not provide sufficient information about the device’s safety and effectiveness.

The documentation does not provide sufficient information about the device’s design validation and verification activities.
The documentation does not provide sufficient information about the device’s risk analysis activities.

The documentation does not provide sufficient information about the device’s usability engineering activities.

The documentation does not provide sufficient information about the device’s labeling and instructions for use.

The documentation does not provide sufficient information about the device’s software validation and verification activities.

The documentation does not provide sufficient information about the device’s clinical evaluation activities.
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Top 10 mistakes

Following IEC 62366-1, because it is “recognized”
Following 2016 Guidance, because it is “Final”

Following ISO 14971:2019 for your usability risk analysis
No rationale for the sample size

Conducting your study outside the USA

No search of MAUDE database

No formative testing

No URRA with critical tasks identified

Changing the IFU after the summative testing

No script for moderators
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IEC 62366-1 & IEC 60601-1-6 Recognition
IEC 62366-1 Amd.1 Ed. 1.0 b:2020

Amendment 1 - Medical Devices - Part 1: Application Of Usability
Engineering To Medical Devices

IEC 60601-1-6 Ed. 3.2 b:2020

Medical Electrical Equipment - Part 1-6: General
Requirements For Basic Safety And Essential
Performance - Collateral Standard: Usability
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Contains Nonbinding Recommendations

Applying Human Factors and
Usability Engineering to Medical
Devices

Guidance for Industry and Food
and Drug Administration Staff

Document issued on: February 3, 2016
As of April 3, 2016, this document supersedes “Medical Device Use-Safety:
Incorporating Human Factors Engineering into Risk Management” issued
July 18, 2000.

The draft of this document was issued on June 21, 2011.

FDA 2016 Guidance on Human Factors

Contains Nonbinding Recommendations

Draft — Not for Implementation

Content of Human Factors
Information in Medical Device
Marketing Submissions

Draft Guidance for Industry and
Food and Drug Administration Staff

DRAFT GUIDANCE

This draft guidance document is being distributed for comment purposes
only.

Document issued on December 9, 2022.
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1ISO 14971:2019 Standard for Risk Management
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Sample Size Rationale

Table B-1. Percentage of Total Known Usability Problems Found in 100 Analysis Samples
(Faulkner, 2003).
No. users Min. % Found | Mean % Found SD SE
5 55 85.55 9.2957 9295
10 82 94.69 3.2187 3218
15 90 97.05 2.1207 2121
20 95 98.4 1.6080 1608
30 97 99.0 1.1343 1051
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OUS Studies

For the results of the human factors validation testing to demonstrate safe and
effective use by users in the United States, the participants in the testing should
reside in the US. Studies performed in other countries or with non-US residents may
be affected (positively or negatively) by different clinical practices that exist in other
countries, different units of measure used, language differences that change the
way labeling and training are understood, etc. Exceptions to this policy will be
considered on a case-by-case basis and will be based on a sound rationale that
considers the relevant differences from conditions in the US. In addition to the user
Interface of the device, the labeling and training should correspond exactly to that

which would be used for the device If marketed in the US.
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MAUDE Database

* Bas" SyStemS g QLG Oﬂly Search Adverse Events and Recalls O\ Advanced Start New Dataset
Postmarket Analytics )
R -
ﬁ Dataset Alerts: P [ 90 1Y 2Y 5Y | AllYears [ Export 4,
Y 1 Filter Applied X |
S
Cat Adv Event Recall . .
- ategory vEven = Adverse Events Timeline 58,278 items il | Event Type Sep 2020 to Apr 2023 4
' Manufacturer Event Type > 10000
o 8000
. t
Q Initial Report Type > £ o000
w4000
Reported Outcome A4 ® 5000
&= - : —— p——TTTTT T L L L P

2021 Jul 21 2022 Jul '22 2023

() Required Interve... 14,220
— B Malfunction Injury (i) Death

[ ] Other 2,050

2 Records Categorized as Human Factors Issues in March 2023
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Formative testing

Improvement of user experience (UX)

Eliminate and simplify difficult tasks

|dentifying unexpected use errors

Option control risk analysis for the user interface (Ul)
Testing your directions for use

Pre-test your summative protocol
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URRA & Ciritical Tasks

Table 2. Example tabular format for the use-related risk analysis

Use- User | Possible use Potential Severity | Critical Risk Validation method
related | Task error(s) hazards and | of harm Task Mitigation | for effectiveness of
risk clinical harm (Y/N) | Measure(s)® | risk mitigation
analysis measure”’

Task #
Task #1
Task #2
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IFU Changes

Version must be specified in the summative testing protocol

If multiple versions are used during summative testing, the changes

must be justified

If the submission has a different version, the changes must be
justified

The changes need to be identified using “redline” feature

Eliminate the formatting of the IFU and have a simple Word

document
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Script for Moderators

« The moderator will instruct the subject to open the box and assemble the
device according to the directions for use.

VS

* “Please open the box and assemble the device according to the
directions.”

OR

* "“Please open the box and assemble the device according to the directions,
but make sure you follow the directions in the order specified on page 3.”
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. What does OpenAl say? (powered by GPT-4)

Insufficient human factors testing: The submitted documentation may not include enough evidence of robust human factors testing or may lack proper testing methodologies. —
Too Vague

Incomplete risk analysis: The FDA requires a thorough risk analysis to identify and mitigate potential use-related hazards. Inadequate or incomplete risk analysis can lead to a
rejected submission. — Too Vague

Inadequate validation testing: The submission may lack sufficient evidence of validation testing, which is crucial for demonstrating that a device can be used safely and
effectively by the intended users. — This is related to traceability found below.

Inadequate usability testing: The submission may not have enough information on usability testing or may lack a clear description of the methodologies used to test the device's
usability. — Too Vague

Missing or incomplete training materials: The FDA requires comprehensive training materials to ensure that users can safely and effectively operate the device. Missing or
incomplete materials can lead to a rejected submission. — This goes somewhat beyond the requirement to provide the version of the IFU that was used and a moderator script.

Insufficient mitigation measures: The documentation may not adequately describe the steps taken to mitigate potential use-related hazards or may not provide evidence that
these measures are effective. — This is related to traceability found below.

. . . . .. . . . S e ONPLIAY,
Inadequate or unclear documentation: The human factors documentation may be poorly organized, lack clarity, or contain inconsistencies, making it difficult for the Fjjialss
MEDICAL §
assess the device's safety and effectiveness. — Too Vague ;e
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Suggestions for our next

Webinar or 10x 20247

https://medicaldeviceacademy.com/suggestion-box/



https://medicaldeviceacademy.com/suggestion-box/

Blele)

Packard

Contact Us

@ rob@13485cert.com

e +1.802.258.188]

https:/calendly.com/13485cert/30min
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