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INTRODUCTION

The certification unit is processing a large number of applications with administrative queries, which
then results in the delay of generating the revised registration certificate. The unit will be introducing
a pilot to include administrative screening on receipt of all certification variation applications. The

revised process will be implemented once the pilot is completed.

PILOT
The pilot will commence from the 14 October 2022 to 30 November 2022. All Type Il variation
applications for a TOA and/or proprietary name change (certification variation applications) will be
administratively screened before they will be shared with the specific units (Inspectorate and/or
Naming and Scheduling). The purpose of the pilot is to ensure that we have improved quality
submissions and a more efficient certification variations process by checking:

e The correctness of documentation

e Correct fees paid

e No technical variations (Additional/New Manufacturer and/or primary packer) are included

with TOA/Proprietary name change applications (except if prior PEM approval received and

included in the submission)
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Note

For TOA variation applications, where the proposed new applicant does not have a contract

with the relevant local primary packer and/or FPRC, then deletion and replacement of local

sites will be accepted.

Incorporate certification administrative screening checklist into the variations validation

template

THE PILOTING PROCESS WILL INCLUDE THE FOLLOWING STEPS:

Applications received through the FTP will be uploaded by the Variations team

Certification variations teams will be notified of the new applications

Administrative screening is conducted using a draft screening checklist — done within 5
working days of receipt

Queries will be communicated to the applicant

Applicant will be requested to submit the correct information in a replacement sequence. For
example, if the certification variation application was submitted with sequence 0004 the
replacement sequence will be 0004-1. The applicant should also provide proof of upload of
the response to the certification email variations@sahpra.org.za and
certificationvariations@sahpra.org.za.

Compliant submissions will be allocated to the respective units

Note that the evaluation process will only start once the applications have passed the screening

process.

IMPLEMENTATION

Implementation of the streamlined certification process will commence on the 15 January 2023.

Once the pilot is completed, the administrative screening checklist and an updated communication

will be shared with the relevant stakeholders in December 2022.
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