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An eCTD is the electronic submission of registration files that are organized according to the version 3.2 of the 
ICH eCTD specifications and the current version of the EU Module 1 (M1) specifications. In other words, an eCTD 
is the submission of primarily PDF leaf documents, stored in the eCTD directory structure, crucially accessed 
through the XML backbone (index.xml) and with the files integrity guaranteed by the MD5 Checksum1.

Background

Since 2005 there has been a gradual 
transition from paper to electronic sub-
missions of regulatory documentation 
for marketing authorisations of medicinal 
products made to the competent authori-
ties in Europe.  The benefits of moving to 
this electronic format include: 

•	 Reduction of (internal) paper-flow, 
which can reduce the logistical and 
administrative burden

•	 Reduction of physical archiving 
space required

•	 Facilitation of the review process2.

At the end of 2005, the first electronic 
submissions were submitted by phar-
maceutical companies to the National 
Competent Authority (NCA) in Belgium. 
These submissions were very basic 
and were not related to the real Exten-
sible Markup Language (XML)-based 
eCTD submissions that are currently 
being built.   Consequently, two format 
types of e-submissions emerged in the 
European regulatory environment and 
relevant guidelines were developed 
accordingly:

1. Non-eCTD Electronic Submissions 
(NeeS)2: a transitional format wi-
thout XML backbone 

2. Electronic Common Technical 
Document (eCTD)1: the ultimate 
goal for optimal Product Life Cycle 
Management.

Product Life Cycle  
Management

For a marketing authorisation (MA) or 
its variation or renewal, an Application 
follows a path starting at the initial 
submission, followed by a cycle of 
reviews and responses until approval. 
Except for the initial submission of a 
product, a submission is always based 
on a previous submission for the same 
product1.  Keeping track of all the MA 
dossier changes throughout the life cycle 
of the product is referred to as “Product 
Life Cycle Management”.

SUBMISSION PROCEDURES 

Centralized Procedure 

In 2008, the European Medicines Agency 
had already announced its plans to 
mandate the use of the eCTD format 
for electronic-only submissions in the 
Centralized Procedure (CP) starting 
from 1 January 2010 (see table below).  
As a consequence, the NeeS format 
is currently no longer accepted for CP 
submissions, and eCTD is the only valid 
format. 

Mutual Recognition Procedure 
(MRP) / Decentralized  
Procedure (DCP) / National 
Procedure (NP)

Currently most NCAs are ready to 
receive electronic-only applications 
and applicants are therefore strongly 
encouraged to submit in electronic 
format (eCTD or NeeS) to these NCAs3. 
However, it is clear that the true eCTD 
format is the ultimate goal for all types 
of registration procedures in the near 
future. 

IN DEPTH LOOK AT eCTD 

The following are the technical specifica-
tions needed for properly submitting an 
eCTD:

1. Version 3.2.2 of the ICH eCTD 
specifications4

2. Module 1: EMA recently published 
on its website that applicants are 
advised that from 1 July 2010 the 
EU M1 v1.45 must be used for all 
eCTD submissions for all European 
procedures, and any eCTD submis-
sions provided from this date using 
any previous version of the EU M1 
specification (v1.0. v1.1, v1.2.1 or 
v1.3) will not be accepted.

ISABEL VANDE VELDE, PHARM , HEAD REGISTRATION & POST-MARKETING REGULATORY AFFAIRS, SGS LIFE SCIENCE SERVICES

OLIVIER WENDERS, REGISTRATION & POST-MARKETING REGULATORY AFFAIRS ASSOCIATE, SGS LIFE SCIENCE SERVICES



LIFE SCIENCE   I   TECHNICAL BULLETIN

Validated eCTD Programs & 
Procedures

SGS eCTD experts currently have a set 
of in-house validated eCTD programs 
available as well as pre-defined eCTD 
templates which allow authoring of sub-
mission ready documents in compliance 
with agencies requirements. All these to-
ols are used in an environment regulated 
by specific SOPs.

The eCTD system is composed of the 
following programs supplied by Datafarm 
Inc.:

a-Pulse: This program automates the 
process of bookmarking, hyperlinking 
and verification for compliance of 
the submission documents content. 
Automated features in a-Pulse help 
ensure that a client’s PDF documents 
are agency compliant and ready for 
submission.

S-Cubed: A collection of integrated in-
dividual software modules to provide 
a complete e-Submission system 
that enables users to organize 
documents into the required data 
structures (CTD), publish documents 
(electronic and paper publishing), re-
view and validate the submission en-
suring compliance with the applicable 
Competent Authority (CA) standards 
for eCTD and NeeS submissions.

eCTD Viewer Web Edition: A tool that 
allows the user to view eCTD and 
NeeS submissions. The application 
is web-based giving the flexibility 
to review submissions with a web 
browser before they are sent to a CA.

eCTD Gatekeeper: This program is a 
stand-alone eCTD validation software 
solution ideal for providing Regulatory 
and Quality Assurance teams with an 
autonomous eCTD validation process 

completely independent from the 
eCTD assembly tool. Having two 
levels of validation increases the qua-
lity of your submission and reduces 
the risk of rejection by the CA.

SGS’S REGULATORY & TECHNI-
CAL ECTD EXPERTS

It goes without saying that eCTD han-
dling requires true experts that unders-
tand the complexity of the work involved. 
This is a highly technical field involving 
the coordination and understanding of 
numerous components.  Companies 
working in this field have to employ hi-
ghly skilled people who are continuously 
keeping abreast of all changes in this 
specific area.

With the New Variations Regulations and 
a new Best Practice Guideline by the 
Coordination Group for Mutual Reco-
gnition and Decentralised Procedure – 
CMD(h) in place, the regulatory require-
ments for e-submissions are becoming 
even more complex.  SGS’s regulatory 
experts are fully up-to-date with all latest 
legislation and guidelines in the broad 
area of Regulatory Affairs.

To be in compliance with regulatory 
requirements for eCTD submissions, 
pharmaceutical companies need to install 
complex validated systems for creation 
and life cycle management of product 
dossiers.  Our team of SGS eCTD & re-
gulatory experts is eCTD-ready and can:

1. Assist clients with all of the technical 
eCTD related activities towards creation 
of compliant eCTD dossiers ready for 
submission, including:

•	 Conversion of existing dossiers 
into CTD and eCTD

•	 Transformation of paper-based 
submissions into fully compliant 
eSubmissions

•	 Bookmarking, hyperlinking and 
compliance verification of docu-
ments

•	 Compilation, publishing, review and 
validation of the eCTD dossier

•	 Printing of the eCTD dossier (upon 
need during the transition period)

2. Provide eSubmission management 
consultancy on combined regulatory & 

2

DATE MILESTONE

January 2010 Mandatory eCTD for the Centralised Procedure 

January 2010 Target for all NCAs to be able to accept eCTD - only 
submissions 

August 2009 EU eCTD Module 1 specification v1.4 released 

July 2009 eCTD strongly recommended as a submission format 
for Centralised procedure applications 

May 2009 Publication of EU Harmonised eCTD Guidance

March 2009 DES v2.7 release

February 2009 Guidelines for non-eCTD electronic submissions for the 
Centralised Procedure must be followed 

January 2009 PIM Data Validation Engine (PDVE) v2.0 release

January 2009 PIM Review System v5.1 release

January 2009 e-only submissions by all Member States for Centrali-
sed Procedure applications 

January 2009 EU eCTD Module 1 specification v1.3 must be used for 
all eCTD submissions. See EU M1 

TABLE 1: KEY DATES IN THE ECTD TIMELINE1 
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CONTACT INFORMATION

To receive future articles on current trends and regulatory updates, subscribe to SGS’ Life Science News at www.sgs.com/lss_subscribe

EUROPE
+ 33 1 53 78 18 79
clinicalresearch@sgs.com

NORTH AMERICA
+ 1 877 677 2667
clinicalresearch@sgs.com

WWW.SGS.COM/CRO

eCTD issues, including:

•	 Product Life Cycle Management
•	 When using grouping approach for 

variation submissions
•	 For National Procedures: core 

dossier versus local submission 
strategy country per country

 
SGS will be glad to help you out with 
all e-Submissions so that your in-house 
resources can continue to focus on the 
core business activities of your company.

ABOUT SGS

With innovative study designs, optimal 
facilities and strong regulatory  
intelligence, SGS can favorably impact 
client’s drug development timelines and  
decision-making process.
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