
ADVANCED
CONFIGURATION

FORMATS

eCTD, NeeS, NeeO,
ACTD, PIP, etc.

REGIONS

EU, UK, US, CA,
GCC, CH, AU, etc.

PRODUCTS
Human, Veterinary
(vNeeS, VMF, FDA
CVM eSubmitter),

etc. US FDA

SPL, Datasets, SDF,
IND Safety
Reporting

PDF
ICH-FDA guidelines,

CP Product
Information
settings, etc.

eCTD
MANAGER

Import, Hyperlinks,
National variations
management, etc

eSUB
PORTALS
EMA Gateway,

CESP, FDA ESG,
MHRA Submission

Portal, etc.

PROCEDURES

CP, RUP, ASMF,
DMF, MRP/DCP,

IND, etc.

eCTD
Granularity,

Lifecycle operations,
Envelope, Module 1,

etc.

EURS
VALIDATOR

Validation criteria,
Warnings analysis

and solutions,
etc.

IT
TRAINING

on eCTDManager

The content and duration are fully adaptable to the client’s needs and to the users’ knowledge level. 
The training is delivered by experts in the area and includes the deliverables of the training material (i.e.,
manuals, guidelines, presentations, etc.) and the issuance of a training certificate.
 
The training methodology is mainly online, although it can also be carried out in person, as per your request.
Training sessions are interactive and can be delivered both in Spanish and English; the number of online
attendees is unlimited. Additionally, a training server can be enabled for the attendees to carry out real
practical cases.
 
This is a comprehensive list of the most demanded training topics:

+34 93 238 5945 
www.asphalion.com | info@asphalion.com

eSubmissions  
Training Courses 

We offer training courses on eSubmissions and Publishing with Extedo’s tools
eCTDManager, EURSValidator and eSUBManager.


