
Updating of all registered Vaccines Dossier/ Applications to eCTD  25 April 2024 

 

COMMUNICATION TO STAKEHOLDERS 
 

Issue No.: PEM_Preg_01-2024/25 
 

 25 April 2024 
 

EDQM CEP 2.0 IMPLEMENTATION  

 

INTRODUCTION 
 

This document is intended to provide communication to industry on the changes of EDQM CEP and 
implementation of CEP 2.0 for all other new applications for orthodox medicines. This will be a 
“living document” and will be updated in line with changes observed from the EDQM. It is important 
that Applicants adhere to the regulatory requirements to avoid delays in the evaluation of 
applications. This document should be used in conjunction with SAHPRA’s BE & Quality guideline 
and CEP letter of access template available from SAHPRA’s website. 
 

 

 

Document History 
 

[First publication – Version 0] 24/04/2024 

 

 

 

 

Dr Boitumelo Semete-Makokotlela 
SAHPRA Chief Executive Officer (CEO) 
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List of abbreviations and definitions 

 

 

 

 

 

 

APIs Active Pharmaceutical Ingredients 

APIMF  Active Pharmaceutical Ingredient Master File 

BE Bioequivalence 

CEP Certificate of Suitability  

CPQ Confirmation of WHO API Prequalification 

EC European Commission 

EDQM European Directorate for the Quality of Medicines & HealthCare 

EMA European Medicines Agency 

FPPs Final Pharmaceutical Products 

ICH The International Council for Harmonisation of Technical Requirements for Pharmaceuticals for 
Human Use  

RRA Recognised Regulatory Authority 

SAHPRA South African Health Products Regulatory Authority 

USFDA United States of America Food and Drug Administration 

USP United States Pharmacopeia 
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1. Background 
SAHPRA currently recognises the professional work done by the EDQM as a directorate of the 
Council of Europe. The EQDM performs various activities as part of the effort to protect human 
and animal health in Europe and one of their major activities include granting of Certificates 
of Suitability (CEPs) to manufacturers after they have demonstrated that the substance, they 
produce can be adequately controlled by the quality standards defined in the Ph. Eur. SAHPRA 
is satisfied with the way EDQM carries out their evaluations and as the result recognizes the 
CEP in lieu of certain sections in module 3.2.S. The recognition of the CEP by SAHPRA and the 
manner in which it could be used to support an application is comprehensively described in 
the SAHPRA’s Quality and Bioequivalence guideline.  
 
EQDM in their effort to offer both enhanced user-friendliness and greater transparency of the 
information conveyed in the CEP, introduced CEP 2.0 effective from the 1 September 2023, 
and as expected, the CEP 2.0 introduced several great changes. A summary of these changes 
can be found on the EDQM website, however one major change that has a direct impact on 
the current SAHPRA’s requirements is the completed declaration of access by the APIMF 
holder to the applicant. The CEP 2.0 will no longer contain a section for the APIMF holder to 
complete the declaration of access to the applicant. Refer to annexure A & B below for an 
illustration of the changes on the CEP. 

 

2. Plan of Action  
 

2.1 Affected applications. 

All applications submitted after the 24th of April 2024 (excluding 
herbals/biologicals/complementary medicines).  
 

2.2 Applications submitted prior and those already in the evaluation phase.  

All applications submitted prior to the release of this letter require no amendments in this regard and 
the old CEPs with the completed declaration of access will be accepted for evaluation and where 
necessary, SAHPRA will take the responsibility of sourcing the latest versions (i.e., CEP 2.0) directly 
from the EDQM database. SAHPRA will only assume this responsibility for the purpose of evaluation 
of the above-mentioned group of applications. The management of the dossier’s ‘life circle’ will 
remain the responsibility of the applicant.  
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2.3 New applications 

All new applications (i.e., supported by a CEP) submitted after the 24th of April 2024 must contain a 
signed and dated CEP letter of access from the APIMF holder (i.e., annexure C). This letter serves to 
replace the declaration of access previously included in the CEP.  
 
It must be noted that a written commitment should be included that the applicant will inform SAHPRA 
in the event of changes, or if the CEP is withdrawn. It should also be acknowledged by the applicant 
that withdrawal of the CEP would require additional consideration of the API data requirements (full 
Module 3.2.S) to support the product dossier. 
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Annexure A: Old CEP 
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Annexure B: New CEP 2.0 - Mock-up  
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Annexure C: CEP letter of access 

 



Updating of all registered Vaccines Dossier/ Applications to eCTD  25 April 2024 

 

3. Reference Links 
1. https://www.edqm.eu/en/what-is-the-cep-2.0 

2. https://www.sahpra.org.za/general-ectd-human-medicines-communication-to-industry/  

3. https://www.sahpra.org.za/general-ectd-human-medicines-templates/  

 
 

https://www.edqm.eu/en/what-is-the-cep-2.0
https://www.sahpra.org.za/general-ectd-human-medicines-communication-to-industry/
https://www.sahpra.org.za/general-ectd-human-medicines-templates/
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