Key Services
✔ CMO Selection & Management
With experience managing 15+ CMOs across Europe and collaborating with contract research laboratories worldwide, we help pharmaceutical companies identify and partner with the most suitable Contract Manufacturing Organizations (CMOs).
Our Services Include:
· Assessing CMO capabilities, quality systems, and compliance history.
· Conducting due diligence audits to ensure regulatory and operational alignment.
· Negotiating contracts and establishing Service Level Agreements (SLAs) to define clear expectations.
✔ Quality Assurance Agreements
Well-structured Quality Assurance Agreements are essential for maintaining product quality and regulatory compliance. We support our clients by ensuring that all manufacturing, analytical, and compliance requirements are clearly defined and enforced throughout the supply chain.
Our Services Include:
· Drafting customized Quality Assurance Agreements tailored to specific processes.
· Defining responsibilities, compliance expectations, and oversight mechanisms.
· Ensuring adherence to FDA, EMA, and ICH guidelines.
✔ Technology Transfer & Scale-Up
Our expertise in Analytical Sciences and Technology Management enables us to facilitate efficient and compliant technology transfers. By applying Quality by Design (QbD) and Design of Experiments (DoE) principles, we help companies optimize formulations and manufacturing processes while maintaining high product quality.
Our Services Include:
· Conducting feasibility studies to evaluate formulation scalability.
· Managing analytical method validation and transfer to CMOs.
· Compiling regulatory documentation to support manufacturing changes and process variations.
✔ Regulatory Support & Compliance
We guide companies through complex regulatory requirements, ensuring successful regulatory submissions and compliance with international guidelines. Our experience includes preparing Module 3 documents, biowaiver applications, and stability data while coordinating closely with CMOs to collect the necessary documentation.
Our Services Include:
· Preparing and reviewing regulatory dossiers for global submissions.
· Managing communication with regulatory agencies and responding to inquiries.
· Ensuring compliance with GMP, ICH, FDA, and EMA standards.
✔ Analytical Support & Method Development
With a strong background in Analytical Sciences and Technology, our team provides expert guidance on method development, validation, and troubleshooting, ensuring manufacturing consistency and product efficacy.
Our Services Include:
· Developing and validating stability-indicating analytical methods.
· Conducting comparative dissolution studies for formulation assessment.
· Managing analytical method transfers and ensuring GMP compliance.
✔ Cross-Functional Collaboration & Training
We have a proven track record of leading cross-functional teams and fostering collaboration among stakeholders. Our training programs help internal teams and external partners align with industry best practices and regulatory expectations.
Our Services Include:
· Organizing and delivering training sessions on technology transfer and quality compliance.
· Establishing continuous improvement initiatives to enhance manufacturing performance.
· Monitoring project progress and addressing challenges proactively.
Industry Engagement & Continuous Improvement
Our team actively participates in industry conferences and seminars, staying up to date with evolving regulatory landscapes, emerging technologies, and best practices in pharmaceutical manufacturing. This allows us to bring the latest advancements to our clients, ensuring they stay competitive in a dynamic industry.
At Kassab Laboratories, our extensive CMO and CRO network, combined with expertise in MSAT (Manufacturing Science and Technology), allows us to deliver tailored, high-quality solutions that align with both business objectives and regulatory standards.
For inquiries or collaboration, feel free to reach out.

