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Dr. Jirg Lustenberger, PhD, Dipl. Pharm. Med. SWAPP

Jirg Lustenberger studied biology specialising in systematic and ecological biology and
received his PhD at the ETH Zurich in 1992. 1996 he gained the Teacher's Diploma at the
ETH Zurich and 2001 the Diploma in Pharmaceutical Medicine of the Swiss Association of
Pharmaceutical Professionals (SWAPP). After leading several projects in reforestation and
pedagogic areas, he joined a Swiss Contract Research Organisation in 1996. Starting as a
Clinical Research Associate, he was soon promoted to clinical project manager. As a member
of the management team and leader of the Clinical Research Department of Switzerland, he
was responsible for the operational and strategic management, budgeting and financial control
of all clinical projects. During this time, he gathered extensive experience in leading and
managing national and international clinical trials in various indications. Since 1997, he is
organising and presenting GCP trainings for industry and academia.

2003 he joined a consulting company as a senior clinical project manager, responsible for
pharmaceutical development projects in Europe. In May 2004 he gained certification as GCP
auditor and since then he performed numerous audits worldwide. In December 2005 he joined
a start-up Biotech company as Head of Quality Management, responsible for the
implementation and maintenance of the company’s quality management system and
compliance with GxP requirements, including Pharmacovigilance. Since 2007, he was
additionally assuming responsibilities as GMP auditor in Europe and Asia. He was involved
in several registration processes with EMA and FDA, including preparation and follow up of
GCP and GMP inspections.

2009 he joined the Clinical Trials Center (CTC) at the University Hospital Zurich as Head
Quality Management and Deputy Head CTC and also worked part time as GCP and GMP
consultant and auditor for the Pharma and Biotech Industry. At the CTC, he is responsible for



the set up and maintenance of the Quality Management System (ISO 9001:2015), including
the Phase 1 Unit, performs audits, supports researcher in regards to quality and regulatory
topics and is involved in the educational programme of the institute.

Since July 2012, after reducing his engagement at CTC, he is owner, CEO, auditor and
consultant at SwissPharmAudit GmbH, a company with offices in Germany and Switzerland
providing services to Pharmaceutical and Biotech Industry, such as GxP auditing, setting up,
implementing and maintaining Quality Management Systems and preparation, hosting and
follow up of GCP and GMP inspections.



