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 eSTAR – From Planning to Submission 
 Syllabus, Rev.1 

Course Overview: 

3.5 hours seminar, 09:30-13:00   | 4 academic hours 

 

The seminar will focus on understanding the FDA eSTAR framework and its role in planning, 

structuring, and managing medical device submissions to the FDA. 

The course will address how eSTAR supports regulatory planning, submission organization, and 

submission readiness, as well as the effective handling of FDA requests for Additional 

Information (AI) within the eSTAR framework. Practical insights will be provided to help 

participants use eSTAR strategically, beyond its technical aspects, to support high-quality and 

efficient FDA submissions. 

 

# Session  Topic 

eSTAR – From 

Planning to 

Submission 

 

Session Kick-Off • Welcome and introductions 

• Course objectives and scope 

• Agenda overview 

• Why eSTAR matters in today’s FDA submission environment 

FDA Electronic 

Submission 

Approaches 

• Overview of FDA electronic submission approaches 

(eCOPY, eSTAR, CDRH Portal) 

• eCOPY vs. eSTAR: static versus interactive submission formats 

• When each submission approach is used 

(mandatory, voluntary, not supported) 

Understanding 

eSTAR 

 

• What eSTAR is and its role in FDA submissions 

• Why FDA introduced eSTAR 

• eSTAR as an interactive and structured submission framework 

• eSTAR templates and scope 

(non-IVD eSTAR, IVD eSTAR, PreSTAR) 

• Mandatory and voluntary use of eSTAR across submission types 

(510(k), De Novo, PMA, Pre-Submissions) 

Using eSTAR at the 

Planning Stage 

 

• Why eSTAR should be used from the early planning phase 

• Using eSTAR to define submission scope and expectations 

• Identifying required documentation and testing early 

• Planning submission content and document structure using eSTAR 

eSTAR as a 

Submission Planning 

and Project 

Management 

Framework 

• Using eSTAR to structure submission content and workflow 

• Managing dependencies between submission sections 

• Aligning document preparation with submission timelines 

• Supporting cross-functional collaboration 

Practical Use of the 

eSTAR Template 

• Overview of the eSTAR template structure 

• Required versus optional sections 
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 • Understanding built-in instructions and guidance 

• Built-in FDA forms and automated logic 

Attachments and 

Submission Content 

Strategy 

 

• Role of attachments in eSTAR submissions 

• Aligning attachments with eSTAR questions and intent 

• Naming conventions and document organization 

• Common attachment-related issues 

Submission 

Readiness and Best 

Practices 

 

• Validation and completion checks 

• Understanding the “eSTAR Complete” status 

• Common pitfalls and best practices prior to submission 

Responding to FDA 

Requests Using 

eSTAR Structure and 

Logic 

 

• Distinguishing between Additional Information (AI) and Interactive 

Review requests  

• Identifying which FDA requests require structured responses within 

the eSTAR framework 

• Interpreting AI requests in the context of the original eSTAR 

submission and mapping them to the relevant eSTAR sections 

• Using eSTAR structure and logic to maintain consistency between 

original submission content and AI responses, while managing 

scope, review timelines, and submission flow 

CDRH Portal – 

Finalizing and 

Submitting an 

eSTAR Submission 

• Role of the CDRH Portal in submitting eSTAR applications 

• Tracking submission status and communications 

• Practical considerations and limitations 

Key Takeaways and 

Practical 

Conclusions 

 

• Key lessons from using eSTAR across the submission lifecycle 

• Benefits and limitations of eSTAR as a submission framework 

• Common misconceptions and practical realities of working with 

eSTAR 

Session Wrap-Up • Course review & questions 

• Reflection & feedback 

 


