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Learning Objectives

• Define what is eSTAR

• Identify how to download eSTAR

• Describe how to enter data into eSTAR

• Describe how to submit eSTAR to FDA

• Define the eSTAR review timeline
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What is eSTAR?

electronic Submission Template And Resource  

• Dynamic PDF submission template

• Contains resources for submission preparation
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Why eSTAR?

• Enhances submission quality 

• Improves CDRH’s premarket review efficiency
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How to Download eSTAR
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6https://www.fda.gov/medical-devices/how-study-and-market-your-device/estar-program

Download eSTAR?



7https://www.fda.gov/medical-devices/how-study-and-market-your-device/estar-program

Download eSTAR?



How to Enter Data into eSTAR
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Tip #1 for eSTAR Data Entry

• DO
– Use Adobe Acrobat Pro
– May use FoxIt PDF Reader or PDF-XChange Editor

• DON’T
– Don’t use web browsers
– Don’t use Adobe Acrobat Reader
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Tip #2 for eSTAR Data Entry

Read and follow instructions on page 1 of eSTAR
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Understand
eSTAR 
Before Data 
Entry



How to Enter Data into eSTAR
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How to Enter Data into eSTAR

Add attachment

Enter Text



How to Enter Data into eSTAR

Click Checkbox

Choose from 
drop down lists
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Tip #3 for eSTAR Data Entry

Fill in the template from beginning to end 
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Reprocessing

Sterility

Biocompatibility
Software/firmware

Cybersecurity

EMC
Wireless

How to Enter Data into eSTAR



Tip #4 for eSTAR Data Entry
Be sure the eSTAR status changes to “eSTAR 

COMPLETE” once you finish 
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How to Enter Data into eSTAR
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Use Bookmarks as Table of Contents
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Unique Features in IVD eSTAR

• Dual 510(k)/CLIA Waiver Option
• Detailed Performance Testing List
• Labeling Requirements

20



Unique Features in IVD eSTAR
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IVD 
vs.

nIVD



How to Submit eSTAR to FDA
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How to Submit eSTAR
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https://www.fda.gov/medical-devices/industry-medical-devices/send-and-track-medical-device-premarket-
submissions-online-cdrh-portal

https://www.fda.gov/medical-devices/industry-medical-devices/send-and-track-medical-device-premarket-submissions-online-cdrh-portal


How to Submit Responses to FDA’s 
Additional Information Requests

• Either eCOPY (if original 510(k) was submitted before 
10/1/2023) or eSTAR is acceptable 

• If using eSTAR: 
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How to 
submit 

Additional
Information 

(AI)
responses
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eSTAR Review Timeline
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eSTAR Review Timeline

• eSTAR review timeline same as eCOPY

• Within 15 days Technical Screening (TS) to verify: 
– responses are accurate and 
– at least one relevant attachment per attachment-type 

question

27



Knowledge Check

Which type(s) of premarket submission can be 
prepared using eSTAR now?

 510(k)

 De Novo

 PMA

 Pre-submission
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Knowledge Check

Which of the following types of attachments are 
NOT acceptable to eSTAR?

 compressed file (e.g., .zip)

 macro-enabled file (e.g., .docm)

 executable file (e.g., .exe)

 All of the above
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Summary

• Dynamic PDF submission template 
• Uploading directly to CDRH Portal
• Review timeline same as eCOPY
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Questions
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