In Vitro Bioavailability & Bioequivalence Prediction for Biowaiver Applications
Enhance Your Regulatory Strategy with Advanced Permeability & Dissolution Studies
Kassab Laboratories is proud to offer state-of-the-art in vitro permeability and dissolution studies using the Phoenix RDS Automated Diffusion Tester. These studies are essential for biowaiver applications, supporting robust bioavailability and bioequivalence (BA/BE) predictions to facilitate faster regulatory approvals under EMA guidelines.
Comprehensive In Vitro Services for Biowaiver Applications
✅ Advanced Permeability Assessments
· Simulates drug absorption across validated synthetic and biological membranes to predict intestinal permeability.
· Evaluates passive diffusion and carrier-mediated transport to understand absorption behavior.
· Identifies potential efflux interactions, aiding in formulation optimization for improved bioavailability.
✅ Dissolution Studies for Oral Dosage Forms
· Assesses drug release kinetics in biorelevant media to predict in vivo performance.
· Conducted under EMA guidelines to determine eligibility for biowaiver applications regardless of The Biopharmaceutics Classification System (BCS).
· Supports formulation development to enhance solubility, dissolution rate, and overall bioavailability.
✅ In Vitro Gastrointestinal Simulation
· Accurately mimics human GI conditions, including dynamic pH shifts.
· Uses simulated gastric fluid (pH 1.2) and intestinal fluid (pH 6.8) for realistic assessment of drug absorption.
✅ Enhanced Membrane Models for Permeability Studies
· Utilizes validated synthetic and biological membranes to simulate human intestinal absorption.
· Measures passive vs. active transport mechanisms to refine BA/BE predictions.
· Provides data-driven insights into formulation adjustments for optimized bioavailability.
✅ (U)HPLC-PDA Analytical Integration
· Ensures high-precision quantification of drug permeability and dissolution profiles.
· Provides comprehensive impurity analysis for regulatory submission.
· Supports biowaiver applications with EMA-compliant data generation.
✅ Regulatory-Compliant Data Generation
· Designed to meet EMA guidelines for biowaiver applications, allowing for accurate BA/BE assessments.
· Ensures high-quality, reproducible data for streamlined submissions of generic drug applications.
✅ High-Throughput Automation for Faster Results
· The Phoenix RDS automates multiple permeability and dissolution studies simultaneously.
· Reduces turnaround times, allowing for faster regulatory decision-making.
✅ Expert Consultation & Custom Testing Protocols
· Tailored study designs based on your specific formulation and regulatory requirements.
· Direct collaboration with our expert team to interpret data and optimize bioavailability strategies.

Why Choose Kassab Laboratories?
🔬 Cutting-Edge Technology & Scientific Expertise – Advanced in vitro permeability and dissolution studies for predicting in vivo absorption and supporting biowaiver applications.
📊 Reliable In Vitro BA/BE Predictions – Comprehensive assessments that align with EMA regulatory expectations.
⚡ Faster Market Access – Reduce reliance on in vivo studies and accelerate generic drug approvals with high-quality regulatory-compliant data.
📞 Let’s Discuss Your Project!
Contact Kassab Laboratories today to explore how our advanced in vitro bioavailability and bioequivalence services can support your biowaiver applications and regulatory submissions!


