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APPENDIX A: ECTD Q&A OR CHANGE REQUEST

This form should be used to request a change to the ICH eCTD Specification. The change

can be to fix a perceived
Please provide the followi

“bug”, meet a new requirement or to enhance existing functionality.
ng information.

Contact Information

Organisation Name:

Organisation Address:

Contact Name:

Address:

Telephone Number:

E-mail Address:

Question or Change Request

Summary

This should be a short summary of the problem submitted including
rationale.

Submit Date

Date you submit the change request (YYYY-MM-DD)

Item to be Changed/
Question

Reference to the area of the specification to be changed (e.g., the eCTD
DTD, the written specification, the M2 eCTD style sheet)

Version Number and
Date

Indicate the specific version and date of the eCTD Specification for which
the change is proposed.

Description

Provide adetailed 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. You should 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.

Submit a completed copy of this form to an eCTD IWG member in your region in RTF
format. Those not residing in an ICH region can forward this request to the eCTD IWG
Rapporteur or to the ICH Secretariat at the following address. An electronic copy is
preferred with the subject field “eCTD Change Request”.

ICH Secretariat
c/lo IFPMA,

30 rue de St-Jean
P.O. Box 758

1211 Geneva 13, Sw

itzerland

Tel: +41 (22) 338 32 06, Telefax: +41 (22) 338 32 30

E-mail :ich@ifpma.or
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