
The Structure of
eCTD

The Electronic Common Technical
Document (eCTD) allows the FDA
and other regulatory agencies to
streamline regulatory processes,

improve data quality and
integrity, facilitate global

submissions, and enhance
communication between

stakeholders

The FDA’s Electronic Submissions Gateway (ESG) is an agency-wide solution for
accepting eCTDs. The ESG serves as a ‘highway’ for submissions, accepting them

and routing them to the appropriate FDA center. The ESG is the central
transmission point for sending information electronically to the FDA.

0201
AS2 is a system-to-system connection to
exchange submissions with the FDA. AS2  
requires technical knowledge to establish
sender and recipient systems  

WebTrader is a web-based application
designed for low volume submitters. It is
a user-friendly tool that supports a
variety of submission types

WEBTRADER AS2

USING THE ESG: CURRENT METHODS FOR SUBMISSION

SUBMISSION: THE ELECTRONIC SUBMISSIONS GATEWAY

 Module 1 includes the application form, cover
letter, and regional administrative information.This
module is not a part of the CTD.

Administrative and Prescribing Info

Module 2 contains summaries of Modules 3-5
including an overall quality summary and non-
clinical and clinical overviews.

CTD Summaries

Module 3 focuses on manufacturing, containing
sections that cover Drug Substance and Drug
Product with subsections on manufacturing,
control, and stability.

Quality Data

Module 4 presents the results of all non-clinical
studies, including all individual study reports and
literature references.

Non-Clinical Study Reports

Module 5 presents all clinical study reports of
clinical trials, including protocols, study results,
statistical analyses, and safety assessments.

Clinical Study Reports

The eCTD Basics
Structure, Submission, and Validation

What Happens After Submission?
FDA’s Submission Process

Checking format,
structure, and content for 

compliance

The submission is
acknowledged & sent to

the appropriate FDA 
Center

Experts review safety,
efficacy, and quality

Agency sends Action
Letter to Sponsor
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Validation Routing Review Decision Making

Data Quality
Assurance

Various checks to ensure
data is accurate, complete,

consistent, and reliable

Efficient and Effective
E-Submission Review

Ensuring data meets quality
standards allows the FDA to

analyze efficiently

Risk Mitigation
 Quality standards set
at the outset reduces

misinterpretations

Technological
Compatibility

Ensuring compatibility
with FDA’s advanced

analytics

Transparency &
Accountability

Non-compliance is
easily identified and

addressed

Global Harmonization
Aligning with

international standards
facilitates regulatory

consistency

BENEFITS OF THE FDA VALIDATOR RULES

FDA Validator Rules are a set of
technical criteria and guidelines used
during  the receipt and processing of

regulatory submissions by the agency.

Contact WAYS for all your submission
publishing and management needs! 

info@waysps.com

www.waysps.com

(Initial testing of the ESG NextGen is just starting.)


