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11.  Annex:

 Declaration of the conformity of the dossier in the printed and electronic formats.  
1.INTRODUCTION 

Decree No. 228/2008 Coll, on the Marketing Authorisation of medicinal products provides in Section 3, Par. 1 that: „Applications and accompanying dossier submitted to the Institute, where the medicinal products for human use are concerned, or to the Veterinary Institute, where the veterinary medicinal products are concerned, shall be submitted in the electronic format, unless agreed otherwise with the Institute, where medicinal products for human use are concerned, or with the Veterinary institute, where veterinary medicinal products are concerned, in special cases.

In February 2005, Heads of Medicines Agencies came to an agreement that 31 December 2009 shall be a date, from which the European medicines agencies (ie. competent authorities) shall be ready to accept electronic applications. Since it was not clearly stated that this date applies also to the veterinary medicinal products, the same date was confirmed by the Heads of Medicines Agencies for veterinary medicinal products in Lisbon in July 2007.

In case of veterinary medicinal products, submission of electronic applications and electronic dossiers is accepted and supported for all types of procedures (national, MRP/DCP, centralised) but all EU Member States and European Medicines Agency still accept also the applications and dossiers submitted in the printed form. Currently, there is no intention to introduce a requirement for submission of applications and dossiers in electronic form only in the future and even in the phase following 31 December 2009 this way of submission remains optional.

2. AIM and scope 

TIGesVet veterinary subgroup has been established in September 2006 with the main task to elaborate and implement the criteria for electronic transfer of data related to marketing authorisation procedures of veterinary medicinal products.

The initiative to establish the TIGesVet veterinary subgroup ensued from the group of Heads of Medicines Agencies (HMA). Veterinary subgroup is composed of the representatives of the pharmaceutical industry, competent authorities of the EU Member States and EMEA. With respect to the requirement that all medicines agencies in the EU are able to accept electronic submissions from 1 January 2010, the TIGesVet drafted a guideline „Guideline for the specifications of e-submission of veterinary medicinal products documents“ in 2007 intended for applicants whose purpose is to submit applications and dossiers in the electronic form.

The aim of the guideline was to elaborate harmonised requirements for assembly and submission of dossiers with a due consideration to the specific nature and limited possibilities of the veterinary sector from the point of view of both the competent authorities and the pharmaceutical industry. The intention was to keep the NTA format and enable electronic submission of applications using various media (PDF or Word on CD Rom, DVD, use of Eudralink etc.). A website has also been created concerning electronic applications (http://esubmission.emea.europa.eu/tiges/vetesub.htm) where the frequently asked questions related to this topic are published, together with additional information. 

ISCVBM guideline is based on the TIGes-Vet group guideline and it replaces the existing USKVBL - REG – 3/2004 – on submission of dossiers using electronic media.

Requirements on the number of copies in the paper and electronic form for relevant types of applications are detailed in relevant guidelines of the ISCVBM and they are also specified in the „Notice to Applicants“ - Volume 6A Chapter 7 - General Information published by the European Commission http://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/index_en.htm
As a general rule, the applications and dossiers are submitted in two copies, and it is recommended that one copy is submitted in the electronic format. If both copies are submitted in the paper form, wording of the SPC, package insert and labelling shall be submitted in the electronic form as well as one additional copy of the completed application form. 

Electronic submission of the application and dossier alone will be possible based on mutual agreement with the ISCVBM from the 1st January 2010 provided the application will be signed by a guaranteed electronic signature. Applicant / MA Holder submitting an e-application shall also provide information on the provider of the certification services who issued the certificate and who keeps the register of the certificate concerned and/or he/she attach the certificate to the application. If the electronic submission was not provided with an guaranteed electronic signature, it is necessary that such submission is completed by submission of the hard copy of the application within 5 days.

3. references and related documents 

· Decree No. 228/2008 Coll. On Marketing Authorisation of medicinal products 
· TIGesVet  group guideline - Guideline for the specifications of e-submission of veterinary medicinal products documents Pokyn skupiny TIGesVet - Guideline for the specifications of e-submission of veterinary medicinal products documents
· Notice to Applicants“ - Volume 6A Chapter 7 - General Information - http://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/vol-6/index_en.htm

· TIGesVet group web site - http://esubmission.emea.europa.eu/tiges/vetesub.htm 

· „Electronic submissions for centrally authorised veterinary medicinal products“ - http://esubmission.emea.europa.eu/E-submission%20Roadmap.pdf 

4. Electronic media used for submission of applications and their identification

If the application and the accompanying dossier are submitted in the electronic and, in the same time, in the paper form, the applicant shall provide declaration stating conformity of the electronic and of the paper versions (see the model proxy form in the Annex to this guideline). The aforesaid requirements does not apply to documents submitted in accordance with the valid guidelines of the ISCVBM or based on previous agreement of ISCVBM with an applicant in the electronic form alone (e.g. electronic version of the summary of product characteristics – SPC, package insert, wording of the labelling).

Electronic media used for submission of an electronic application shall be marked with a label. The label shall contain at least the following information:

· Name of a product, dosage form, strength 

· Type of application (new authorisation, renewal of marketing authorisation, variation to an authorisation, transfer of an authorisation) 
· Name of the applicant and/or Marketing Authorisation Holder Marketing Authorisation number *)

· Target species (where necessary) 

· Running number of the piece of media used / total number of pieces of media (e.g. 1/3, 2/3, 3/3) 

)* in case of authorised medicinal product
Electronic files shall be submitted on non re-writable media such as CD-R, DVD-R, DVD+R or using electronic mail (e-mail) as well as using Eudralink in case of MRP/DCP. - 

Product literature (SPC, labelling, package insert) in an editable format can be submitted by e-mail as supplements to the files intended for reading only. 

4. Language for the files to be submitted 

· In the interest of an efficient assessment, the applications and the accompanying dossiers shall be submitted in English in cases of the European marketing authorisation procedures (MRP/DCP). Specific language requirements for the applications and the dossiers in individual EU Member States are available in the European Commission guidelines - Notice to Applicants“ - Volume 6A Chapter 7 - General Information -  http://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/vol-6/index_en.htm


 

Czech, English and Slovak are accepted languages in case of national applications.

6. Format of the file and source documents 

Entire dossier must be submitted in a format which makes it possible to browse it both at the screen and in the printed form while the format of the file is preserved. The format which satisfies the above mentioned properties is so called „Portable Document Format“ (PDF). PDF has been approved as a standard for providing of documents in the electronic format by the International Conference on Harmonisation (ICH) and it is also recognised by the ICH counterpart (VICH).

The common basic format is PDF 1.4 (represented by Adobe® Acrobat® version 5), as it is described in _ISO 19005-1:2005(E) and/or in any further updated version of this ISO standard. After the file is created in the PDF format, such a file should not be compressed for the purpose of its submission in frame of the marketing authorisation procedures. All PDF files must be created by a software which enables reading and printing and it should be in the version available both to the applicant and to the ISCVBM. To ensure that the PDF files will be available without any limitations, their size should not exceed 100 MB. PDF should be optimised for their quick browsing (enabling the reading of the forepart  of the file while its rest is still in the process of loading).

 (a) Source document in the printed form 

PDF documents submitted as scanned images should be scanned with the sensitivity which will ensure their legibility both at the computer screen and once  they are printed. In general, 300 dpi is appropriate. Higher sensitivity may be required for graphics. The applicant should assure the the quality of fitting of the submitted document is adequate for checks and assessment carried out by the ISCVBM. 

(b) Source document in the electronic format 

Whenever possible, PDF documents should be created directly from their electronic source documents what will enable use of the consecutive functions like searching the text, copying and inserting into the editable formats. 

· Type font for electronic source documents 

All type fonts used in the document shall be saved in the PDF documents in order to be available to the assessor at any time. All basic type fonts are acceptable as well as the True type and/or Adobe type I, in case of PDF. It is recommended not to use proprietary types and other non-standard type fonts. 

When saving a type font, all symbols of the given type form should be saved and not only those used in the document concerned. Saving of the type fonts requires additional memory capacity of the computer. In order to save the capacity, it is recommended to restrict the number of the type fonts used in the relevant document. The font size should ensure legibility, e.g. 11 – 12 for a standard text, 9-10 for the tables and 8-10 for footnotes. Recommended font colour is black. Blue colour can be used for the hypertext references,

· Formatting of the pages and numbering in the electronic source documents 

The page size for print should correspond with the DIN A4 size with the relevant borders. Individual pages shall be oriented in an appropriate way so that they need not to be rotated subsequently and should be numbered in a uniform way.

(c) documents which are to be adjusted (edited), 

In case of documents which are relatively often subject to change (e.g. SPC, PI, labelling), editable formats can be used like MS Word which enables transfer of a document with track changes. If the same document is submitted in several formats (e.g. in the PDF and in the Word formats), it must be made clear, what purpose the relevant format should serve. 

7. Authorisation of the documents 

The applicant is obliged to ensure proper authorisation of the submitted documents and in case of need, documents shall be fitted with a valid signature of the applicant as this is requested by the _ISCVBM. 

8. number and names of the files, structure of the folders 

Number of files should take into account the size of the dossier. The size of individual files should not exceed 100 MB. Submission of the application/dossier in the electronic format must be accompanied by a well structured content of the included documents. 

The names of the files shall describe individual parts of the dossier into the relevant sub-sections where applicable (according to the current version of the „Notice to Applicants“, e.g. „PART_1C_EXPERT_REPORT.PDF“). It is recommended to give any information enabling doubtless identification of its content into the name of the file. The file names should not exceed 230 characters. If a software is used which does not enable creation of the long file names, a standard entry „8 + 3“ (8 characters in the name + 3 for the file extension) should be used. The file names shall be fitted with the relevant extension (e.g. PDF) and they should not contain spaces and other symbols which are known to cause problems (underscore should be instead of them). In cases where codes to identify the documents are indicated in the names of the files, their index shall be included in the content of each document.

Files shall be saved in a hierarchic way, enabling their easy searching, in accordance with the structure laid down in the Notice to Applicants. Depending on the number of documents such a structure can have more or less levels. In any case, these levels should comply with the way of structuring in accordance with the aforementioned „Notice to Applicants“ guidelines.

9. SEcuring the electronic media Zabezpečení elektronických nosičů dat

Electronic media bearing files can be secured by the applicant. In any case, the Applicant shall provide the ISCVBM all necessary information concerning the access to the files.

Nevertheless, the individual files must not be protected by a password and/or to contain secure settings which might impair the process of their assessment. By analogy to the paper versions, the ISCVBM has also for the documents in the electronic format a system of measures in place, which makes sure that the access to the documents is restricted to the authorised persons only. The applicants have the right to ask the ISCVBM to confirm the assurance of the appropriate level of data protection 

10. explanatory notes 
CD-ROM: „Compact Disc with the permanent memory“, non rewritable optical recording medium, a compact disc containing data accessible by a computer„

Dpi: „dots per inch“ – information determining how many image dots (pixels) can fit into the length of one inch (2,54 cm). „

. 

DVD: „Digital Versatile Disc“,  "Digital Video Disc"; digital multipurpose disc – digital optical data storage, which can be used for storage of data with eight times capacity of the CD-ROM (single layer, single sided). „Digital Versatile Disc“,  

.

EUDRALINK: system intended for safe sending of files via Internet by means of „User friendly“ web interface available to the regulatory authorities of the |Member States, pharmaceutical industry, Members of the working groups/Committees and experts form the EMEA 

ICH: „International Conference on Harmonisation“ 

ISO: „International Organization for Standardization“– 

MB: Megabyte unit of amount of data in the computer science and/or unit of the computer memory Megabyte; 

PDF: „Portable Document Format“  
SPC: Summary of Product Characteristics 

PI: Package Insert  

VICH: „International Cooperation on Harmonisation of Technical Requirements for Registration of Veterinary Medicinal Products“

8+3 záznam 8+3 record: Names of the files are restricted to 8 characters with three characters extensions – capital letters, numeric character and underscores in accordance with the first level of the file system for CD-ROM as defined in the ISO 9660 standard. 

Annex

Declaration of conformity of the dossier in the printed and electronic form 

-----------------------------------------------------------------------------------------------

I hereby declare that the printed version of the submitted dossier accompanying the application for a marketing authorisation (renewal of marketing authorisation, variation to the marketing authorisation, transfer of the marketing authorisation) of the veterinary medicinal product ……… (full name of the product) accords with the electronic version 

I further declare that antivirus check of the media submitted has been made using the antivirus programme ……… (name of the programme, version).

Place…….. date ………

Stamp and signature of the statutory body of the Applicant (and / or of the person authorised to sign) 

