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Honorata is clinical expert with 10+years of experience in clinical research and regulatory as well as
having experience in Public Health and Health Industry. She is a specialist of the medical device
lifecycle, bridging the gap between clinical execution and regulatory mastery, specializes in the
rigorous world of Medical Device clinical audits. Beyond technical mastery of EU medical device
regulations, MDSAP, ISO 14155 and MEDDEYV 2.7.1, she possesses over a decade of experience in
the planning, management, and auditing of clinical investigations. Her expertise spans the entire study
lifecycle: from the design of pre-market and PMCF studies to the creation of SOPs, CRFs, and EC/CA
submissions. Currently she is a Clinical Lead Auditor and MedTech GCP Program Manager at TUV
SUD Product Service. She is a specialist in aligning Quality Management systems with MDR, ISO
14155 and ICHGCP. Her work ensures that both manufacturers and suppliers meet the highest
standards of the EU Medical Device Regulations and international standards while maintaining a
competitive edge in the market. She leads a MedTech GCP Certification Program ( ISO 14155 ) of
the entire medical device supply chain, creating a standardized bridge between manufacturers,
hospitals, and Clinical Research Organizations. This program has become a benchmark for ensuring
transparency and safety from the factory floor to the patient’s bedside. Equipped with the unique
insight of both a practitioner and a regulatory auditor, she empowers organizations to master the
'traps' throughout the entire clinical lifecycle of medical devices.



