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APPENDIX A : European eCTD Standards Q&A and Change Request Form

Contact Information

	Organisation Name:
	

	Organisation Address:
	

	Contact Name:
	

	Address:
	

	Telephone Number:
	

	Email Address:
	


Change Request Information
	Summary
	This should be a short summary of the problem including rationale

	Submission Date
	Date you submit the Change Request

	Item To Be Changed
	Indicate the exact item to be changed.  For example the EU Module 1 specification, Application Form DTD, etc.

	Version Number and Date
	Indicate the specific version of the item for which you are proposing the change.

	Description
	Provide a detailed explanation of the problem, any known solutions, and steps on how to recreate the error, if applicable.  If this is a new requirement or enhancement, please provide the reason for the requirement or enhancement and any known solutions. If you have any sample output, sample code or other examples to help clarify the description, attach the samples to this form.  Also provide a detailed description of any testing or research that was done to support the solution(s) being proposed and any advice on backward compatibility issues.

	Recommended solution, if any
	


Question Information
	Question
	This should be a clear formulation of the question including rationale

	Submission Date
	Date you submit the question

	Referred Item 
	Indicate the exact item the question is referring to.  For example the EU Module 1 specification, Application Form DTD, etc.

	Version Number and Date
	Indicate the specific version of the item the question is referring to.  


Submit a completed electronic copy of this form to the following address: ectd@emea.europa.eu
