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Background

* RPS Table of Contents (ToC) is intended to provide a
harmonized format for submitting medical device market
authorization applications

— Latest version was published in 2019

* RPS extension was approved in 2021 to update the ToC
documents to be current

* The goal is to translate the updated ToC documents into
a new type of dynamic template for building submissions



eSTAR

 eSTAR is a dynamic pdf template that guides applicants
through the process of preparing medical device submissions

* Currently used by the US FDA for 510(k) and De Novo
submissions.

— The FDA will announce in September when eSTAR will be
required for 510(k)s.

« eSTAR will ensure all the required documents are included in
the submission and placed in the appropriate structure before
it is sent to the regulator

— Ensures consistency and reduces processing delays



Progress

» Working group meets monthly and is currently
updating N9 with regional updates and discussing
where improvements can be made

 Similar changes will be made to N13

* Once updates are finalized, changes will be
implemented into eSTAR

— Currently programmed with FDA and HC
submission requirements

« HC and FDA plan to announce a pilot by the end of
this calendar year to test the joint use of eSTAR
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Thank you/Questions

Email patrick.axtell@fda.hhs.qgov
daniel.yoon@hc-sc.gc.ca

Disclaimer

This document was produced by the International Medical Device Regulators Forum. There are no restrictions on the reproduction or use of this document;
however, incorporation of this document, in part or in whole, into another document, or its translation into languages other than English, does not convey or
represent an endorsement of any kind by the International Medical Device Regulators Forum.

Copyright 2021 by the International Medical Device Regulators Forum.
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