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The purpose of this document is to keep all applicants updated on the SAHPRA eCTD implementation roadmap. 

Reference is made to the SAHPRA-ITG working group meeting, 06 August 2021, where the eCTD Implementation Roadmap was further discussed. 

eCTD only applications – 
31 March ‘22
Go Live with digital 
only submissions 
1 August ‘19
Publish eCTD and 
eSubmission guidelines
11July ‘19




Paper CTD submissions
Discontinued 1 August ‘19




eCTD submissions


eSubmissions
Implemented 1 Aug ’19- Discontinued 31 March ‘22














Orthodox Medicines and Biological Medicines:
All new orthodox medicine and biological applications are currently conforming with the eCTD format for submissions – as at 31 March 2022.

Variations submitted as subsequent sequence to the original application should conform with eCTD requirements to allow for lifecycle management. Type II variations have been submitted as eCTD. For Type Ia and Ib that should be managed as sequences to the original application these should confirm as well with eCTD requirements and will be submitted in the same way as Type II variations as of 16 April 2024.

In order for SAHPRA to receive variations in eCTD format it is critical that the eCTD baseline submission has been received. 

For applicant who have not yet completed a baseline eCTD submission in the last 56 months since the eCTD journey started  – we urge the applicants to bring dossiers up to date to meet eCTD requirements and complete baseline submissions as soon as possible.
.

___________________________
CHIEF EXECUTIVE OFFICER

Published eCTD and eSubmission guidelines 11Jul2019


Go-Live with digital ONLY submissions 1Aug2019


eCTD only applications as of 31 March 2022


Implementation of Renewals framework


Implemention of RIMS tool for SAHPRA - full eCTD application requirements
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