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IRISH MEDICINES BOARD
CONSULTATION ON ELECTRONIC AND/OR ON-LINE SUBMISSIONS OF LICENSING APPLICATIONS
START DATE OF CONSULTATION:
  OCTOBER 1ST, 2008
CLOSING DATE OF CONSULTATION:   NOVEMBER 1ST, 2008
INTRODUCTION

The IMB wishes to seek comments from pharmaceutical industry stakeholders on the implications of moving to a fully on-line and/or electronic application submission scenario (eCTD and/or non e-CTD electronic applications (NeeS)) commencing in 2009.  Consideration of the use of online portals or standard submission on CD/DVD is also welcomed.
Background Information

In accordance with EU initiatives on electronic submissions the IMB wishes to consider the views of its stakeholders in moving to a paperless application system.   
Due to complexity and availability issues with full eCTD software tools, a number of Member States currently accept electronic submissions in Non eCTD (NeeS Submission) format and these submissions are normally provided on CD/ DVD or via upload on a secure website (portal). 
Many stakeholders working with applications for human medicines will be aware of the 'RIO'  portal (Type I Variations).   We are interested in evaluating the usefulness of the system and the possibility of extending the system to other areas, for example extension to veterinary applications and applications for manufacturing and wholesale licenses. Planning for extension to Type II variations is well advanced and will be implemented from January 2009.
In addition we are anxious to determine industry readiness with regard to the eCTD as we are currently receiving eCTDs and NeeS of variable quality.  We understand that many industry partners are at different stages of development with the eCTD format and we wish to take account of this in determining policies and guidance for electronic submissions.
SPECIFIC FEEDBACK UNDER THE FOLLOWING HEADINGS WOULD BE WELCOMED:
The key headings and suggested considerations are:

a)
 Irish Medicines Board  - 'RIO' On-line Application system

- Are you a registered user on the RIO system?


- How useful do you find the system?

- Which new/additional application types would you consider beneficial within the 
   RIO system?

   For example, extension to the Veterinary area; manufacturing; wholesaling 
   
   licence applications.  


- Do you use the system for tracking application progress or for making


  submissions? 


- For large amounts of data, would you be prepared to use a secure file transfer 
 
   protocol (FTP) in conjunction with the on-line system?


- Do you use any other online web portal? If yes please provide the name of the portal 
  /agency. `


- Do you currently use a standard file naming convention for submission? 


 
  documents (e.g. MHRA guidance Special mail 5)? 


- Can you produce Adobe PDF documents?


- What image formats can you produce for mock-ups and labels? 


- If you are not registered on RIO, would you make submissions in CTD 



   format on CD/ DVD in accordance with the current NeeS guidance?


- Any other comments or suggestions with regard to 'on-line' applications

b) 
Electronic Submissions - eCTD and NEES (Non eCTD Electronic Submissions)

- What is your experience to date with electronic submissions?


- What technology does your organisation use to develop the eCTD?


- Have you developed a strategy for managing electronic submissions within your 
  organisation?


- What level of quality control has been implemented?


- What is your timescale (if any) for becoming fully eCTD compliant?  


- What is the most significant obstacle for your organisation in moving to electronic   
   submissions?


- Any additional comments on NeeS applications?


- Does your organisation have a preference for NEES rather than eCTD?


- Any other comments or suggestions.

CONSULTATION PROCESS
This consultation is being made available on the IMB website and replies are welcome from all industry stakeholders.

The IMB plans to develop guidance documents for applicants in Q4/2008.   This guidance will include revised information on the format and number of copies required for the various application types, taking account of the information received during the consultation process and the timescale for introducing additional on-line/electronic application management systems.

Please send any comments or questions on these proposals by e-mail to consultation@imb.ie or by post to:

Suzanne McDonald

Director-IT & Changement Management
Irish Medicines Board

Kevin O’Malley House

Earlsfort Centre

Earlsfort Terrace
Dublin 2

Comments received will be reviewed and considered in the context of developing guidance and developing systems, as appropriate. If it is necessary to discuss the comments with other stakeholders, the anonymity of the individual or group making the comments will be maintained. 

This consultation complies with government policy on public consultation, as described in the document ‘Reaching out: Guidelines on Consultation for Public Sector Bodies’

IMB

October 1st, 2008
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