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• Initially formed in 2012 at the inaugural IMDRF meeting in Singapore

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

• Work item extension was approved in 2021 to update the ToC
documents to be current and translate the updated ToC into eSTAR, a 
new type of dynamic template for building submissions



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

• Used by the US FDA for 510(k), De Novo, and Pre-Sub submissions

• eSTAR required for 510(k)s starting on October 1, 2023

• RPS Table of Contents (ToC) built in to provide a harmonized format for 
submitting medical device regulatory authorization applications

• eSTAR ensures required documents are included and submission is 
complete before it is sent to the regulator

• Provides automation, standardizes structure, reduces processing delays

• Health Canada and the US FDA launched a joint pilot in January 2023 
with 9 participants



Membership
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Publications
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• N9 and N13 are the working group’s core documents

• N9: non-IVD version of ToC

• N13: IVD version of ToC

• Other documents related to the development of the ToC were published, 
including

• N27: Assembly and Technical Guide

• N19: Common Data Elements for Medical Device Identification



Ongoing work
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• Consultation on the updated versions of N9 and N13 took place 
February – May 2023

• Over 200 comments were received from 8 stakeholders

• Requests for improved clarity, terminology changes, minor text changes and 
additions, layout/organizational changes

• Working group is going through comments

• Afterwards, updated ToCs will be transferred to eSTAR template

• Currently programmed with FDA and HC submission requirements

• Adding requirements for other jurisdictions will be explored

• Proposed final documents will be submitted for MC consideration



Opportunities and Challenges
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• Some comments highlighted the need for N9 and N13 to align with the 
documents published by other working groups, such as cybersecurity’s 
N60

• May require discussions with chairs of applicable working groups

• Learnings from joint HC/FDA eSTAR pilot could help with expanding 
eSTAR to include other jurisdictions

• Keeping current harmonization (preventing divergence)

• Ensuring eSTAR and N9/N13 documents remain consistent

• eSTAR is required to have current policies in place

• N9 and N13 will be updated with policy changes as soon as possible
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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.

Thank you/Questions

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

mailto:Patrick.Axtell@fda.hhs.gov
mailto:Daniel.yoon@hc-sc.gc.ca
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