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IMPLEMENTATION OF THE SOUTH AFRICAN CTD

TO ALL APPLICANTS

An application for registration of a medicine may be submitted in the CTD format, with the submission in
this format becoming compulsory from 1 June 2011."

It has come to Council’s attention that some new applications for registration are being received
consisting of a mixture of the CTD and the MRF1 formats. Please note that this is not acceptable for a
new submission and that such submission has to be in one specific format. Such applications will be
returned to the applicant.

This is not to be confused with amendments of registered products, where the amended sections may be
submitted in the CTD format.

Submissions on Iaptops2 for evaluation of clinical data in support of safety and efficacy in Modules 4 & 5
will no longer be accepted. Until the eCTD specifications and requirements are finalised, applicants may
request permission and make arrangements with the Directorate: Operations & Administration to submit
Modules 4 and 5 for New Chemical Entities on CD or DVD, when submitting the screening copy of the

dossier, providing that these modules comply fully with ICH eCTD requirements.
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