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The Egyptian Drug Authority (EDA) has released Version 2/2023 of the Guidelines on CTD Quality
Module for Human Pharmaceuticals (EDREX: GL.CAPP.020), offering a comprehensive framework
for the preparation of Module 3 of the Common Technical Document (CTD). This update aims to
harmonize regulatory submissions with international standards while maintaining compliance with
Egypt’s ministerial decrees and technical committee decisions.
CTD Module 3: Quality Requirements
The CTD Quality Module provides the backbone of technical information supporting the registration of
pharmaceutical products. The guideline details the structure and content of Module 3, including:
3.2.S Drug Substance (API):
General information, manufacturing process & controls, characterization (structure, impurities),
control strategy, reference standards, container closure systems, and stability data.
3.2.P Drug Product:
Product description, pharmaceutical development, manufacturing process & validation, control of
excipients and finished product, container closure systems, and stability studies.
3.2.A Appendices:
Facilities & equipment details, adventitious agent safety evaluation, excipient information.
3.2.R Regional Information:
Production records, analytical procedures, and validation data required by EDA.
The guideline aligns with ICH M4Q format, ensuring consistency with global regulatory expectations,
and allows scientifically justified alternative approaches where appropriate.
API Submission Pathways
Applicants must specify their API data source using one of four approaches:
WHO API Prequalification confirmation.
CEP Submission – including a copy, annexes, and a written commitment to inform EDA of changes.
API Master File (APIMF/DMF) submission.
Full API Data submitted in Module 3.2.S.
Additional data such as polymorph characterization, particle size distribution, and container closure
system information may still be requested by EDA to ensure product quality.
Stability Requirements (APIs & Drug Products)
Stability testing is a cornerstone of quality assurance, ensuring that a pharmaceutical product
maintains its identity, strength, quality, and purity throughout its shelf life. The 2023 guideline
provides detailed expectations for both API and drug product stability documentation:
1. API Stability (3.2.S.7)
Summary & Conclusions: Provide a clear summary of studies performed (real-time, accelerated,
stress), results obtained, recommended storage conditions, and retest period.
Post-Approval Commitment: Submit a formal protocol and commitment for ongoing stability studies
after product approval.
Stability Data: Present results in a structured format (tables/graphs) including analytical methods,
validation data, stress degradation pathways, and reference to ICH Q1A–Q1E and WHO guidance.
CEP Consideration: Stability data may be waived if the CEP fully supports retest period and storage
conditions.
2. Drug Product Stability (3.2.P.8)
Summary & Conclusions: Outline study design, protocol, results, and proposed shelf-life & storage



conditions.
Post-Approval Protocol: Commit to continued stability monitoring post-registration.
Stability Data: Provide full results, validated analytical methods, impurity profiles, and in-use stability
(if applicable).
International Alignment
The guideline references ICH Q1A–Q1E, Q6A, Q3A–Q3D, Q11 and WHO TRS 1010 & 929, aligning
Egypt’s requirements with internationally accepted standards and promoting global market access for
Egyptian-registered products.
Key Takeaways for Regulatory Professionals
Update Your Templates: Ensure your CTD dossier follows the EDA-prescribed Module 3 format.
Strengthen Validation Packages: Include process validation, analytical validation, and stability data to
minimize deficiencies.
Plan for Lifecycle Management: Establish robust post-approval stability protocols and commit to
ongoing compliance.
Stay Globally Aligned: Leverage ICH and WHO guidance to streamline submissions and facilitate
acceptance in other markets.
Conclusion:
EDA updates CTD Quality Module guideline which provides a structured, internationally harmonized
framework for pharmaceutical dossier preparation. By following these requirements — particularly the
enhanced expectations for stability data companies can ensure a smoother regulatory review process
and maintain compliance with Egypt’s evolving pharmaceutical standards.


