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Where do you attach the data?



nIVD v3.0 FDA eSTAR



Java Script Box



1. The documentation is incomplete or inaccurate.

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

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

4. The documentation does not provide sufficient information about the device’s safety and effectiveness.

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

6. The documentation does not provide sufficient information about the device’s risk analysis activities.

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

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

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

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

What does Bing say?



1. Following IEC 62366-1, because it is “recognized”

2. Following 2016 Guidance, because it is “Final”

3. Following ISO 14971:2019 for your usability risk analysis

4. No rationale for the sample size

5. Conducting your study outside the USA

6. No search of MAUDE database

7. No formative testing

8. No URRA with critical tasks identified

9. Changing the IFU after the summative testing

10. No script for moderators

Top 10 mistakes

https://sheoli.art



IEC 62366-1 & IEC 60601-1-6 Recognition



FDA 2016 Guidance on Human Factors



ISO 14971:2019 Standard for Risk Management



Sample Size Rationale



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. 

OUS Studies



MAUDE Database

2 Records Categorized as Human Factors Issues in March 2023



• Improvement of user experience (UX)

• Eliminate and simplify difficult tasks

• Identifying unexpected use errors

• Option control risk analysis for the user interface (UI)

• Testing your directions for use

• Pre-test your summative protocol

Formative testing



URRA & Critical Tasks



• 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

IFU Changes



• 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.”

Script for Moderators



1. 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

2. 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

3. Poorly defined user population: The documentation may not clearly define the intended user population, leading to concerns about the device's safety and effectiveness for all 

potential users.

4. 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.

5. 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

6. 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.

7. 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.

8. Lack of traceability: The submission may lack a clear link between the human factors documentation, the risk analysis, and the device's design, making it difficult for the FDA to 

assess the device's safety and effectiveness.

9. Failure to address known issues: The submission may not address previously identified issues or concerns raised by the FDA, which can result in a rejected submission.

10. Inadequate or unclear documentation: The human factors documentation may be poorly organized, lack clarity, or contain inconsistencies, making it difficult for the FDA to 

assess the device's safety and effectiveness. – Too Vague

What does OpenAI say? (powered by GPT-4)



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

Suggestions for our next

Webinar or 10x 2024?

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