CMC Regulatory Compliance Services
At Kassab Laboratories, we provide expert CMC (Chemistry, Manufacturing, and Controls) regulatory compliance consulting, ensuring adherence to FDA and EMA standards. Our services support Module 3 submissions, risk assessments, impurity identification, and stability evaluations.
1. Preparation of Module 3 Documents
We ensure the preparation of key regulatory documents, guaranteeing scientific accuracy and compliance:
· 32P5 Document – Comprehensive description of the drug substance and drug product quality.
· 32P8 Document – Stability and quality control documentation, including data analysis for regulatory approval.
· 32P55 Document (Impurity Characterization) – In-depth risk assessments to substantiate impurity profiles.
· 32P56 Document (Justification of Specification) – Data-driven justification of impurity specifications.
Key Activities:
✔ Organizing and compiling data in line with regulatory expectations.
✔ Ensuring robust scientific rationale for all submissions.
2. Risk Assessments for Impurities
We conduct detailed risk assessments for elemental impurities, extractables & leachables, and nitrosamines, determining:
· No Further Analysis Needed – If impurities are below toxicological thresholds.
· Confirmatory Analysis Needed – If risk assessment indicates potential concerns.
We integrate toxicological thresholds calculated from the daily dose and provide recommendations on additional testing needs.
Key Activities:
✔ Evaluating impurities based on toxicological risk.
✔ Determining whether routine testing or skip testing is applicable.
✔ Compiling risk assessment reports to support regulatory filings.
3. Analytical Services for Impurity Identification
We specialize in impurity identification using state-of-the-art analytical techniques:
· LC-MS (Liquid Chromatography-Mass Spectrometry) – Identifies and quantifies elemental impurities and extractables.
· NMR (Nuclear Magnetic Resonance) – Confirms impurity structures and compositions.
Through our collaboration with Utrecht University, we ensure access to advanced analytical expertise.
4. Shelf Life Determination
We perform reaction kinetic calculations to predict drug product stability across different climate zones, supporting market authorization applications.
Key Activities:
✔ Conducting stability studies and kinetic modeling.
✔ Recommending optimized storage conditions based on regional regulations.
5. Regulatory Compliance Support
We assist with:
· Regulatory Document Review – Ensuring completeness and accuracy of submissions.
· Regulatory Strategy Development – Supporting clients in achieving seamless market approvals.
6. Training & Knowledge Transfer
We provide customized training on regulatory compliance, impurity risk assessments, and analytical methodologies.
Key Activities:
✔ Developing training programs tailored to industry needs.
✔ Providing ongoing mentorship to enhance regulatory expertise.
Conclusion
With 14+ years of experience, Kassab Laboratories delivers tailored CMC regulatory solutions, ensuring compliance with global standards and facilitating successful market access.

