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Sticky Note
The questions in this section are intended to determine the type of application that is being submitted. These questions come from the guidance "Format for Traditional and Abbreviated 510(k)s." The De Novo option is disabled and is present only as a placeholder if we ever add other submission types.



PLA
Sticky Note
This comes from the guidance "Format for Traditional and Abbreviated 510(k)s"

PLA
Sticky Note
This administrative information is currently also requested in the current Form 3514, and is basic for all submissions.

PLA
Sticky Note
The questions in this section come from the guidance "Refuse to Accept Policy for 510(k)s."

PLA
Sticky Note
The questions in this section come from the guidance "Appropriate Use of Voluntary Consensus Standards in Premarket Submissions  for Medical Devices."





PLA
Sticky Note
This comes from 21 CFR 807.87(a).

PLA
Sticky Note
These questions turn on and off different sections below and also come from the guidance "Refuse to Accept Policy for 510(k)s."

PLA
Sticky Note
This comes from the guidance "Format for Traditional and Abbreviated 510(k)s"



PLA
Sticky Note
The questions in this section come from the guidances "Refuse to Accept Policy for 510(k)s" and "Medical Device Accessories - Describing Accessories and Classification Pathway for New Accessory Types."

PLA
Sticky Note
The questions in this section come from the guidance "Refuse to Accept Policy for 510(k)s."  21 CFR 807.87(c) also requires this.

PLA
Sticky Note
The questions in this section come from the guidance "Refuse to Accept Policy for 510(k)s."
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Sticky Note
This comes from the guidance "Format for Traditional and Abbreviated 510(k)s"



PLA
Sticky Note
The questions in this section come from the guidances "Refuse to Accept Policy for 510(k)s" and "Format for Traditional and Abbreviated 510(k)s."

PLA
Sticky Note
The questions in this section come from the guidances "Refuse to Accept Policy for 510(k)s" and "Format for Traditional and Abbreviated 510(k)s."
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Sticky Note
This comes from the guidances "Format for Traditional and Abbreviated 510(k)s" and "Guidance on Medical Device Patient Labeling."



PLA
Sticky Note
The questions in this section come from the guidances "Refuse to Accept Policy for 510(k)s" and "Reprocessing Medical Device in Healthcare Settings: Validation Methods and Labeling."









PLA
Sticky Note
The questions in this section come from the guidances "Refuse to Accept Policy for 510(k)s" and "Submission and Review of Sterility Information in Premarket Notification 510(k) Submissions for Devices Labeled as Sterile."



PLA
Sticky Note
The questions in this section come from the guidance "Refuse to Accept Policy for 510(k)s."



PLA
Sticky Note
The questions in this section come from the guidances "Refuse to Accept Policy for 510(k)s" and "Use of International Standard ISO 10993-1 Biological Evaluation of Medical Devices Part 1 Evaluation and Testing within a Risk Management Process."



PLA
Sticky Note
The questions in this section come from the guidances "Refuse to Accept Policy for 510(k)s" and "Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices."



PLA
Sticky Note
The questions in this section come from the guidances "Refuse to Accept Policy for 510(k)s," "Content for Premarket Submissions for Management of Cybersecurity in Medical Devices," and "Design Considerations and Premarket Submission Recommendations for Interoperable Medical Devices."



PLA
Sticky Note
The questions in this section come from the guidances "Refuse to Accept Policy for 510(k)s," "Information to Support a Claim of Electromagnetic Compatibility (EMC) of Electrically Powered Medical Devices," and "Radio Frequency Wireless Technology in Medical Devices."



PLA
Sticky Note
These questions reveal or hide the respective sections below.

PLA
Sticky Note
This comes from the guidance "Format for Traditional and Abbreviated 510(k)s.
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Sticky Note
This comes from the guidance "Format for Traditional and Abbreviated 510(k)s.

PLA
Sticky Note
This comes from the guidance "Format for Traditional and Abbreviated 510(k)s.
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Sticky Note
The questions in this section come from the guidance "Refuse to Accept Policy for 510(k)s."
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Sticky Note
This comes from the guidance "Format for Traditional and Abbreviated 510(k)s"

PLA
Sticky Note
This comes from the guidance "Format for Traditional and Abbreviated 510(k)s"

PLA
Sticky Note
This comes from the guidance "Format for Traditional and Abbreviated 510(k)s"

PLA
Sticky Note
This comes from the guidance "Format for Traditional and Abbreviated 510(k)s"

PLA
Sticky Note
This comes from the guidance "Format for Traditional and Abbreviated 510(k)s"

PLA
Sticky Note
These questions come from the guidance "Format for Traditional and Abbreviated 510(k)s." 




