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1. Introduction
Regulation No.228/2008 Coll., on marketing authorisation of medicinal products states in section 3, paragraph 1 that: 
„Applications and other documentation submitted to the Institute, if they relate to human products or to Veterinary Institute, if they relate to veterinary products, must be submitted in electronic format, unless, in special cases, there is an agreement with the Institute, if they relate to human products or to Veterinary Institute, if they relate to veterinary products, to provide them in another way.

Heads of Medicines Agencies (HMA) group agreed on the deadline (January 1st 2010), from which date must national medicines agencies (competent authorities) be prepared to receive applications (including the appropriate documentation), submitted only in the electronic format. On request of the pharmaceutical industry HMA had at the 2007 proceedings confirmed, that the same requirement applies to both veterinary and human medicinal products.
2. Aim and scope
This guideline revokes and replaces standing guideline USKVBL/REG-4/2009 and its goal is to provide current information about requirements and conditions for submission of applications and supporting documentation to applicants/marketing authorisation holders. 

Rules cited in the guideline are applicable to all types of marketing authorisation applications, conducted by national procedures, by mutual recognition and decentralised procedures including documentation submitted within the assessment phase framework (validation phase supplements, applicant’s responses to notices or lists of questions of concerned member states, etc). These rules also apply to submission of Active Substance Master File (ASMF) and to post authorisation submissions (for example variations and extensions, PSUR submissions, renewal applications and to documentation submitted in connection with referral procedures). 
3. Links and related documents
· Regulation No.228/2008 Coll., on marketing authorization of medicinal products
· ÚSKVBL information for to applicants/marketing authorisation holders concerning submission of electronic documentation in VneeS format and automatic validation control „VneeS Checker“ system
http://www.uskvbl.cz/cs/registrace-a-schvalovani/registrace-vlp/elektronicke-podavani-adosti
· TIGesVet Group guideline - Guideline on the specifications for provision of an electronic submission (e-submission) for a veterinary medicinal product (version 2.1 a 2.2)
· TIGesVet Group Web pages - http://esubmission.emea.europa.eu/tiges/vetesub.htm 
· CMDv Group guidances regarding administrative requirements for application submissions - http://www.hma.eu/160.html
· Common European Submission Platform (CESP) - http://cesp.hma.eu/Home
· Spanish Medicines Agency Web pages with accessible empty VneeS forms for  electronic dossier creation: Agencia Española de Medicamentos y Productos Sanitarios (http://www.fagg-afmps.be/en/binaries/vneesfolder_tcm292-115558.7z)
· French Medicines Agency (ANMV) Web pages with accessible information about electronic submissions - http://www.anmv.anses.fr/
· Belgian Medicines Agency Web pages with accessible information about electronic submissions - http://www.fagg-afmps.be/en/veterinary_use/medicines/medicines/MA_procedures/esubmission/
4. Electronic submissions of the applications and dossiers 

Most of medicines agencies can now accept applications and dossier only in electronic format.  USKVBL prefers this way of submission of documents for all types of applications. 
TIGesVet veterinary subgroup, founded on the initiative of Heads of Medicines Agencies group (HMA) in 2006, had prepared and is still working on harmonization parameters for creating and submission of dossier in electronic form, known as Veterinary Nees (VNeeS). Parameters are adjusted to consider a specific nature and limited means of veterinary sector, both from the view of competent authorities and from the view of pharmaceutical industry. The intent is to keep NTA format and   to facilitate the electronic application submission using various data carriers (PDF or Word on CDR, DVD or using Eudralink etc.). 
The alternative for submission of applications in electronic form on hard media is the use of Common European Submission Platform – CESP – see the article 4.1. of this guideline.
All the necessary information regarding the requirements and parameters for compilation of electronic documentation in required Vnees form are put together in guideline TIGesVet subgroup Guideline on the specifications for provision of an electronic submission (e-submission) for a veterinary medicinal product. The current version at this time is version 2.1 from September 2011. It had been updated in January 2013 and it will become effective 1.7.2013 as Version 2.2. 
To facilitate the control of electronic submissions in the framework of validation phase, the Belgian Medicines Agency in cooperation with the French Medicines Agency had developed the automatic validation control system, so called „VNeeS Checker“ (hereinafter referred to as „VneeS Checker“) – see the TIGesVet Group Web pages - http://esubmission.ema.europa.eu/tiges/vetesub.htm 
The Electronic submission options: 

4.1. Solid data carriers CD/DVD

See article 6.1. of this guideline and TIGesVet Group guideline - Guideline on the specifications for provision of an electronic submission (e-submission) for a veterinary medicinal product 
4.2. CESP – Common European Submission Platform

One of the options of applications and dossiers submission in electronic form is use of the Common European Submission Platform – CESP (hereinafter referred to as,, CESP system“).
CESP system provides simple and safe mechanism for information exchange between applicants and relevant agencies in both national procedures and MRP/DCP procedures.


The purpose of this system is:

• To ensure safe method of communication with agencies through one central European platform
• Clear the way for single electronic application submission to all the required agencies
( for MRP/DCP procedures)

• To lower the administrative load for the industry as well as the concerned agencies
• To ensure uniformity of submitted documentation for all the concerned agencies (for MRP/DCP procedures)
Utilization of CESP system is facilitated through Common European Submission Platform CESP Web pages - http://cesp.hma.eu/Home
Common European Submission Platform CESP Web pages make possible:

· a new CESP system user registration  
· electronic and regulations documentation submission
These Web pages also provide access to important platform system information, lists of agencies involved in the CESP system development and prepared to receive through it all types of application and dossiers. Czech Republic is among the countries, which do not require, when CESP system is used, parallel submission on hard media (CD/DVD).  

To facilitate user registration, application submission and understanding CESP system, there are, on the Web pages also downloadable files with instructions and answers to the most frequently asked questions about CESP system and contacts on CESP system user support group. Last, but not least, there are conditions and rules for using the system.
4.3. Eudralink
Eudralink is an electronic communication system for safe transfer of files and documents required in context with marketing authorisation procedures of medical products. It is used for required information exchange among medicines agencies of member states and applicants/marketing authorisation holders. Eudralink is administered by European Medicines Agency (EMA) and is accessible on the Web address https://eudralink.emea.europa.eu/. For its use, user must apply for opening of the users account. 

Maximal size of through Eudralink transferred files is 80MB a therefore is this system not suitable for complete electronic dossier submission. Eudralink is usable for transfer of less extensive applications, applicant’s responses, supplementary documents and so forth.   

5. Applications submission in printed form
Most of the medicinal agencies, including USKVBL still accepts the printed form of applications and dossier in case the applicant can’t for certain reasons submit an application electronically.

6. Marketing authorisation dossier format and number of copies requirements
Requirements of USKVBL (and all the medicines agencies of member states EU) regarding format and number of application and documentation copies (including applicant responses, variations and extensions) in both electronic and printed form are stated in relevant guidances of coordination group CMDv. These guidances have replaced with the effective date of October 2012 volume 6A – chapter 7 -   „General Information“ instructions for applicants of European Commission („Notice to Applicants“ - Volume 6A Chapter 7 - General Information).
Dossier for marketing authorisation in electronic form should be arranged in VneeS form in compliance with above mentioned TIGesVet guideline “Guideline on the specifications for provision of an electronic submission (e-submission) for a veterinary medicinal product.”
Information about the product (SPC, label texts, package leaflet ) must comply with required templates QRD/CMDv. Submission of proposed texts in editable form (Word) is required for national marketing authorisation (including variations and renewals) and for MRP/DCP procedure cases, in which Czech Republic plays the role of reference member state. If the texts in Word format are a part of dossier in VneeS form, they must be placed in the „additional information“ folder.
6.1. Hard media - CD/DVD

Application and dossier submitted on hard media (CD/DVD) must be accompanied with the cover letter in printed form. It’s electronic version should be always placed in the  „additional information“ folder of VneeS format.
Applications and dossier are submitted in two copies.
6.2. CESP

If the application and dossier is submitted through the Common European Submission Platform (CESP), the cover letter doesn’t have to be separately submitted in printed form. Scanned original of cover letter must be placed in the „additional information“ folder of VneeS format. 

6.3. Eudralink 

If the application and documentation is submitted through Eudralink, USKVBL doesn’t require, that additional documentation is separately submitted in printed form. 

6.3. Printed form 

In case the applicant submits the application and dossier in printed form only, USKVBL requires only one copy, provided that there are concurrently submitted proposed texts of SPC, package leaflets and label texts of the product in electronic form (in editable format – Word).

