The Telematics Implementation Group for Electronic Submission (TIGes) would like to provide an update on the improvements made over the past 15 months to the EU change control process.  In June 2010 the Change Control Board (CCB) was formed with the overall objective to streamline the processing of change requests and create efficiency in the change control matters addressed at the quarterly TIGes meetings.  We are pleased to report that this goal has been achieved, although we continue to explore other ways to improve the process regularly.  

The CCB membership includes representatives from EMA, National Competent Authorities (NCAs) and industry (EFPIA, AESGP, EuropaBio and EGA).    The CCB meets monthly to assess new change requests and promptly refers them to the appropriate working groups.  These include the Interlinking Group, the Harmonisation Group, the TIGes, and EMA.  
At the inception of the CCB, there were 42 open change requests (CRs).  Since the beginning of the new process, it has received and processed 34 new CRs.  At the recent quarterly meeting it was reported that since their formation 54 CRs have been closed and only 22 remain open.  Notably 16 CRs were closed through a joint venture among the various groups to produce a minor revision of the eCTD EU Module 1 specification which was published for consultation in early September and recently finalised.

Other aspects of the new process include a revised change request form (found at http://esubmission.ema.europa.eu/doc/index.html), a dedicated mailbox to receive CRs  (esub.changerequests@ema.europa.eu), and the recent advance to keep requestors informed of the receipt and disposition of their CR by the CCB and follow up to communicate the ultimate outcome.  Thus if a CR is submitted and notification is not received, the requestor should follow up through the dedicated mailbox cited above to ensure it has entered the change control process.
Approximately one week after each TIGes quarterly meeting, an updated tracking table which details the exchanges of the various teams to progress each change request, is published on the EMA electronic submission website.   
To summarize, we are pleased to communicate that TIGes now has a highly efficient change control process that results in faster closure of new change requests and timely revisions to guidances, specifications and other electronic submission documents.

If you have any questions on the change control process or an outstanding CR that you have not received communication from the CCB, please contact the CCB through the email address above.  Other esubmission policy and process questions should continue to be sent to the ectd@ema.europa.eu mailbox.

