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Ensure compliance for a
single country

Example: You have a dossier drawn up for a biologic and already registered in one country, for example the USA. You
want to start spreading the dossier throughout Africa since some African countries are included in the collaborative
agreement ZAZIBONA that provides a fast-track procedure of the revisions when already approved in one of the
member states. You decide to register the product in South Africa to expedite this process.

1. Choose Biologics

2. Choose Pre-Approval

Small Molecules Biologics

Content available is based on your subscription.

Pre-Approval Post-Approval . . .
@ ok O e 3. Select Countries/Territories

Countries / Territories Regions Organizations MemberS >

4. Click Select Countries/Territories

5. Start typing South Africa and choose from

Search Countries / Territories the |ISt
south 6. Click Apply Q
South Africa [J south Korea

7. Select Report

E Report

View a visualization of
Go to: B Detailed [ Report (GAV.LEITY regulatory submission

pathways, read key facts,
procedures and
requirements to gather
understanding of the
regulatory submission.
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The Key Facts section

Cortellis CMC Intelligence

opens. The basics about the Regulatory procedures are explained. Click on Key

Requirements, Procedures, Detailed Requirements, Sources or Change History in the left-hand menu to navigate

to those sections.

Cortellis CMC Intelligence | Biologics | Pre-Approval

> My selection (1)

Key Facts
P— Key Requirements
Procedures
E > Detailed Requirements
Detailed
Sources
Change History

Cortellis

The Updates section
takes you to the
most recent offical
documents for that
country
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Click the three dots to export

South Africa %

Export Requirements Report to PDF
Key Facts

Export Detailed Requirements to Excel

South Africa is member of the Southern African Development Community (SADC) and since 2016 has commenced participation to ZAZIBONA, a collaborative
initiative for SADC countries in which National Medicines Regulatory Authorities (NMRAs) jointly assess medicines for registration purposes. Currently Zimbabwe,
Zambia, Botswana, Namibia, The Democratic Republic of Congo, Tanzania, Malawi and Mozambique.

In February 2018, South African Health Products Regulatory Authority (SAHPRA) replaced the Medicines Control Council (MCC). SAHPRA regulates medicines,
medical devices including in vitro diagnostics, and aspects of radiation control. SAHPRA will continue the completion of outstanding work from MCC.

SAHPRA will utilize external experts for evaluation of applications, whilst growing internal capacity and expertise. SAHPRA will consider valid expertise from
recognized international regulatory authorities to refine and expedite evaluation timelines.

Expedited review pathway is available:

Medicines on the Essential Drugs List (EDL)
» New Chemical Entities that are considered essential for national health but do not appear on the Essential Drugs List.

ﬂ > My selection (1)

Latest Updates
Summary

B

Detailed

B
Report
G

Updates

. 1al Non-Proprietary Names (INN). This list is updated twice a year. All newly registered
South Africa e new APl names on medicine labelling.

Reason for Update :s and procedures with those of the European Medicines Agency (EMA). These in turn are

f Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH).
MOST RECENT UPDATE

. rements and endorses the principles contained therein.
Publish Date: 12/04/2024

Following guidance document used to update further sections:
* Source 1D 5294 - Clinical Guideline, ersion 3
Sections updated with guidelines are listed below:
* Sources
* Key requirements
Most Recent Update
 IMP Detailed Requirem
o Clinical trial ap
Source ID 9294

on procedure section and Conten

The Key Requirements section provides a quick review of regulations and procedures for that country, including
upcoming guidelines or drafts, regulations, and other types of documents of note, Import/Export, Format and content
of applications, Inspections and more.

13 Clarivate @ Beth Wise

Cortellis CMC Intelligence | Biologics | Pre-Approval

> My selection (1)

Key Facts
Key Requirements
Procedures

> Detailed Requirements

Sources

Change History

Updates

Q

Alerts

-]
Cortellis

© 2024 Clarivate. Clarivate a

South Africa (=] i

Relevant regulation

No specific pharmaceutical form regulations released by SAHPRA.

Nothing specific for biologics. However, the list of current ongoing review documents can be found at https://www.sahpra.org.za/documents-for-comments/
Upcoming guideline: (Source id 6194)

* Communication to Industry on Nitrosamine Review for New Applications and Registered Products including Biologicals - Document for comment
* This document is intended to provide communication to industry on nitrosamine review for all other new, inprocess and registered products including
biological medicines.

Guideline: Co-Applicancy (Guideline For Comments): (Source ID 8402)
* This guideline is intended to provide guidance to applicants who intend to submit an application as co-applicants for a medicinal product. It represents
SAHPRA's current thinking on managing applications for registration where there is more than one applicant who is jointly accountable for ensuring the

overall quality, safety, and efficacy of the medicinal product.
® Duedate for comment submissions is 17-Nov-2023 by 16:00h.
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Procedures provides an overview of approval procedures including WHO Prequalification, Collaborative Agreements,
Accelerated and priority pathways and more.
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| Click the three dots to export
Key Facts L

Key Requirements Regulatory Submission Pathways
Procedures

> Detailed Requirements
STANDARD PROCEDURE

Sources |
- CLINICAL PHASE : REGISTRATION
Change History DOMESTIC PRODUCT |
10 weeks
ZAZIBONA Valid
Applicant submit Administrative review COLLABORATIVE Submission
PP Cac.r:” s (screening) PROCEDURE
SAHPRA
lerts e — — )
1
Cortellis Stringent Regulatory Authority Approved

(Reference Source id 1216, 1217, 4928)

SAHPRA is currently in the process of negotiating recognition agreements with RRAs. Once such an agreement is in placz, SAHPRA will publish a framework for the
Click the icon to open the Regulatory Submission Pathways flowchart to fortify yourstrategies. Visual overviews of
Estimated actual procedure times and Official times for Clinical Phase and Registration are provided.

Regulatory Submission Pathways

STANDARD PROCEDURE

DOMESTIC PRODUCT CLINICAL PHASE REGISTRATION 210 days

60 days clock stop 60 days clo

valid

- 1st Review Responses
Submission

Adm

2nd Review

Applicant submits
cTA

License for clinical
manufacturing
SAHPRA

GMP approval

Detailed Requirements provides Official Regulation and Local Practice guidance on Clinical Trial, Marketing
Authorization, and eCTD Module 3 requirements.
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Clinical Trial Application
Procedure
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Updates Application Procedure

Content of Clinical Trial

> Marketing Authorization
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Clinical Trial Application Procedure

= Filters

Official Regulations | IMP

Local Practice

; e IMP
: Drug Substance, Drug Product
sion Type: New Biological Drug, Biosimilar
Standard Procedure
10ry- Vaceine, Monoclonal Antibadies, Blood/Blood components, Ri
Product

Dos : Injectable
e of Administration: Parenteral, Parenteral - Combination Product
gin: Local, Foreign
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P.1 Description and

Composition of the Drug South Africa_[-] i Clle the arrows to
Product
v P.2 Pharmaceutical SeleCt Conten".: from Open and Close the
I 0
Summary Development Hiters the menu to view. sections.
v P.2.1 Cemponents
Bl of the Drug
Detailed Product Offi_ial Regulations | IMP v
P.2.1.1 Drug
Substance
P2.1.2 Excipients Local Practice -

v P.2.2 Drug Produc
The SAHPRA does not specify or require any format similar to CTD for CTA. The current requirements (Source id 4932) ask for limited summaries of CMC information. However, based
P2.2.1

Updates on common practice, if IMPD is prepared in line with EU requirements, the same can be submitted as part of “Part 4” of the submission and will cover complete information.
Formulation

Development

P.2.2.2 Overages

IMP

Drug Product

New Biological Drug, Biosimilar

: Standard Procedure

y: Vaccine, Monoclonal Antibodies, Recombinant hormones/Proteins, Blood/Blood components, Cell Therapy, Gene Therapy, Tissue, Combination Product
ge Form: Injectable

ute of Administration: Parenteral, Parenteral - Combination Product

:Local, Foreign

P.2.2.3
Physicochemical
and Biological
Cortellis Properties

P.2.3 Manufacturing
Process Development

P.2.4 Container
Closure System

EZiMicionilozica’ RegWeb Consulting Services Inc,,

Canada.

Click the SourcelD
links to access
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Key Facts

Key Requirements Change History

Procedures

. R Date Event Type Description
> Detailed Requirements

10-Apr-2024 Key Requirements Reason for Update - Most Recent Update was updated

Sources p! y Requirer e ipdat st Upe v p
10-Apr-2024 Detailed Requirements rketing Authorization Requirements - Administrative Requirements - Marketing Authorization Application Procedure was updated

Change History
10-Apr-2024 Detailed Requirements Marketing Authorization Requirements - Administrative Requirements - Content of the Marketing Authorization Application was updated
03-Apr-2024 Key Requirements Reason for Update - Most Recent Update was updated

Updates 09-Apr-2024 Key Requirements Reason for Update - Previous Update was updated
18-Mar-2024 Key Requirements Reason for Update - Most Recent Update was updated
18-Mar-2024 Key Requirements Reason for Update - Previous Update was updated
18-Mar-2024 Detailed Requirements Marketing Authorization Requirements - Administrative Requirements - Content of the Marketing Authorization Application was updated
Cortellis . . . ,

11-Mar-2024 Key Requirements Reason for Update - Most Recent Update was updated
11-Mar-2024 Detailed Requirements arketing Authorization Requirements - Administrative Requirements - Marketing Authorization Application Procedure was updated
11-Mar-2024 Detailed Requirements rketing Authorization Requirements - Administrative Requirements - Content of the Marketing Authorization Application was updated
08-Mar-2024 Key Requirements Reason for Update - Most Recent Update was updated
20-0ct-2023 Key Requirements Reason for Update - Most Recent Update was updated
19-0ct-2023 Key Requirements Marketing Authorisation Application - Format and Content of Application was updated

© 2024 Clarivate. Clarivate and its logo, as well as all other trademarks used herein
are trademarks of their respective owners and used under license



2 Clarivate

Cortellis CMC Intelligence

Sources allows you to view and access source documents from the Authorities used to create and update the Reports.
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Key Facts
Key Requirements
Procedures

> Detailed Requirements

Sources

Change History

Updates

Q

Cortellis

South Africa [] G
Use the drop downs to Sort
Sources
Date v Most recent v

Change History details what's changed in the Report and when.

Track changes by setting up an Alert on a report.

ZA-SAHPRA eCTD Specification and Guidance for Module 1 and Regional Information Access the Source
SAHPRA-South African Health Products Regulatory Authority-South Africe. (£ ((cereor ) documents by
380980 o o
o455 selecting the links.
Valid
General Information Guideline, SAHPGL-HPA-0T_v12
SAHPRA-South African Health Products Regulatory Authority-South Africa (4 (Ccereor ) IDRAC number
375726 o
' links take you to
9454 . .
Valid reports in Cortellis
Regulatory
Multiple Applications Guideline lntelllgence 'f you
SAHPRA-South African Health Products Regulatory Authority-South Africa (4 (Gerror ) subscribe.
375727
9293
Valid
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Alerts
Name Date Created
Chinaall content @ 09-Apr-2024
USA and ICH & 11-May-2023

Frequency
Create Alert
o My selection [2)
Countries/Territories My Selectior
South Africa

Austria

Bangladest

Organizations

For more information contact Customer Service at LS Product Support.

My Selection

tina, Armenia,
gladesh,

1ent Agency

ia, Botswana, Brazil,
3, Burundi,
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Click Create Alert and
follow the promts in
the pop-ups to set up.

Create Alert

Delete

Key Facts; Key Requirements; Summary
Requirements: CMC Requirements,
Marketing Authorization Application
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Detailed Requirements: Clinical Trial
Requirements, Marketing Authorization
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Substance, CMC Requirements - Drug
Product, CMC Requirements

Appendices, CMC Requirements
Regional information, Procurement and
Organizations requirements

Active

Key Requirements; Summary
Requirements: CMC Requirements;
Detailed Requirements: CMC
Requirements - Drug Product, CMC
Requirements - Appendices, CMC
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Procurement and Organizations
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