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Sequence Validation
Structure and integrity 
validation according to 

latest ICH and EMA 
specifications

Control and Security
Users management,
data integrity and 

security,
complete actions history

Life Cycle
View and manage the 
entire Life Cycle of a 

dossier, 
tracking changes

Friendly
Intuitive and easy to use, 

fast and reliable web 
application, with 
affordable costs

Reusing Data
Reusing data from 

previous submissions, 
importing complete 

dossiers

Fast Installation
Fast installation on a 

local server, with 
minimum hardware 

requirements

Exporting
Export submissions in 

eCTD, NeeS or paper CTD 
format with one click
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System Purpose and Applicability  

Electronic Common Technical Document
(eCTD) is an interface dedicated to the
pharmaceutical industry for the storage and
transmission of regulatory information. Content
is based on the Common Technical Document
(CTD) format and regulation, developed by
International Conference on Harmonisation (ICH)
Multidisciplinary Group 2 Expert Working Group.

The E.U. and European Medicines Agency (EMA) began accepting eCTD
submissions in 2003. In February 2015, the EMA announced that it would no longer
accept paper application forms for "human and veterinary centralised procedure
applications“ starting from July 2015 and that all electronic application forms would have
to be eCTD by January 2016.

The roadmap published by
EMA reveals the mid-term target to
not accept any more paper application
forms or NeeS for human products
starting from January 2019.

Also, from July 2018, all
MAAs for National Procedures should
be submitted in eCTD format (V.3.3.2).

EMA roadmap for eCTD and VNeeS

PegmaPharm offers the best price-quality ratio on a standard software system for
pharmaceutical manufacturers as well as regulatory consultants to build, validate, publish,
manage and review electronic submissions.

It complies with eCTD, NeeS, VNeeS and paper submissions according to latest
specifications for all EU countries.

In order to minimise the human effort, besides standard validation, life cycle
management, creating, managing and exporting eCTD dossiers, PegmaPharm also
provides a set of modules and functionalities meant to improve organization,
communication and data integrity.

What is eCTD

Roadmap

Our Solution
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http://esubmission.ema.europa.eu/tiges/docs/EU eSubmission Roadmap final slide v2.0 Feb 2017.pdf
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Why PegmaPharm

From a Customer perspective, PegmaPharm comes with a set of features and
functionalities granting a very low price-performance ratio:

 Security and data privacy
 User friendly visual interface
 Export dossiers in eCTD and NeeS format
 Validated against Lorenz Validator
 Constantly updated based on ICH and EMA specifications
 System users and rights management
 Detailed step-by-step supervision of dossiers evolution
 Life Cycle Management
 Import submissions generated with other applications
 Re-using data from previous submissions
 Complete actions history
 Built-in communication between users
 Fast and simple implementation process
 Affordable price and minimum additional costs
 Web application – accessible from any location, based on security access

credentials
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eCTD submissions and files management

 Create and manage eCTD and NeeS dossiers
 Add, modify and delete files based on eCTD structure
 Documents upload, based on validation criteria
 Multiple documents upload
 Submission structure and content validation
 Built-in documents preview
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Export eCTD and NeeS submissions

 Export sequence to eCTD format – Version 3.2.2
 Structure and integrity validation
 Backbone file generation
 MD5 verification codes generation
 Export sequence to NeeS format – Version 4.0
 Ready for eCTD version 4.0

Save your sequence and export it to the latest version of eCTD, NeeS or both
formats, validated and suitable for online submission.

Validated against
Lorenz Validator
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Complete Lifecycle management

 Complete actions history on all dossiers
 Lifecycle viewer
 History of dossier evolution
 Tracking changes by sequence
 Tracking table

View and manage full lifecycle of a dossier, relations between sequences and
actions history.
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Submission import and content reuse

 Import existing sequences, generated with any other tool
 Validate structure and integrity of imported submissions
 Generate eCTD sequence from CTD structure
 Multiple files upload
 Upload entire structure
 Reusing envelope
 Reusing files

Accelerate the process of building a dossier by reusing parts or importing
existing submissions.
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Security and Users management

 Users administration – create, edit and delete users
 Grant rights and set restrictions on dossiers and modules to users

or user groups
 Set a product owner on each dossier
 Secured access on limited areas, based on security credentials
 Complete actions history by user

Provide security by managing access rights and limitations on users.

office@sparklemedia.eu



PegmaPharm
eCTD builder

Organization and Tasks Management

 Allocate tasks and establish deadlines
 Follow tasks evolution
 Cascading tasks
 Supervising users activity

Tasks, deadlines and traceability for competitive internal organization.
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Communication

 Internal messenger between application users
 Automatic alerts regarding tasks status
 View changes on sequences by user

Internal communication tools to improve operability.

office@sparklemedia.eu


