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Good Laboratory Practice (GLP) Test Facility at 
Fraunhofer IZI Recertified and Expanded 
 
On 22 March 2018, the Saxon State Ministry of the Environment and Agriculture 
recertified the GLP test facility at Fraunhofer IZI. At the same time, part of the 
Molecular Drug Biochemistry and Therapy Development department at the IZI 
site in Halle (Saale) was issued with its first statement of GLP compliance as an 
independent test site. The certification process followed an inspection 
conducted at the respective GLP test sites by the competent authorities in the 
states of Saxony and Saxony-Anhalt from 8 - 10 November 2017. 

The GLP (Good Laboratory Practice) is a quality assurance system that sets out the 
regulatory framework conditions for the non-clinical and preclinical testing of chemicals 
and drugs. It falls under the Chemicals Act in the Federal Republic of Germany. 
 
Fraunhofer IZI in Leipzig has been certified as a GLP test facility since 2009. It 
specializes in testing advanced therapy medicinal products (ATMPs) besides conducting 
immunotoxicological tests. With regard to the safety testing of ATMPs in particular, the 
Fraunhofer IZI’s GLP test facility has set an example also in terms of concepts over the 
past few years. The individual planning and implementation of GLP tests in line with 
the latest state of scientific and technical knowledge forms part of the portfolio offered 
by the test facility. This also involves developing and validating suitable in-vitro and in-
vivo models. Alongside state-of-the-art laboratory spaces, the test facility also boasts 
optimal conditions for keeping laboratory animals and for performing surgical 
procedures on small and large animals. 
 
The addition of the Halle (Saale) test site signals another expansion of the range of 
methods and assays conducted in line with GLP. The focus of GLP testing here lies on 
analyzing so-called low-molecular drugs (small molecules) using liquid 
chromatography–mass spectrometry (LC-MS). The two sites therefore complement 
each other well in terms of methods and subject areas and are able to offer an 
extremely comprehensive portfolio of tests from a single source. 
 
The test facility is currently certified for testing category 9: “safety tests – 
immunotoxicity/immunogenicity”, with plans in place to cover further testing 
categories in the near future. 
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Contact 
 

 

Dr. Jörg Lehmann 
Head of GLP test facility 
Phone +49 341 35536-1205 
joerg.lehmann@izi.fraunhofer.de 
 
Fraunhofer Institute for Cell Therapy and Immunology IZI 
Department Therapy Validation 
 
 

  

 

Dr. Mirko Buchholz 
Head of test facility Halle (Saale) 
Phone +49 345 13142-825 
mirko.buchholz@izi.fraunhofer.de 
 
Fraunhofer Institute for Cell Therapy and Immunology IZI 
Department of Drug Design and Target Validation 
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The Fraunhofer Institute for Cell Therapy and Immunology IZI 
 

 
 
The Fraunhofer Institute for Cell Therapy and Immunology IZI investigates and develops 
solutions to specific problems at the interfaces of medicine, life sciences and 
engineering. One of the institute's main tasks is to conduct contract research for 
companies, hospitals, diagnostic laboratories and research institutes operating in the 
field of biotechnology, pharmaceuticals and medical engineering. The Fraunhofer IZI 
develops, optimizes and validates methods, materials and products for the business 
units Cell and Gene Therapy, Drugs, Diagnostics and Biosystems Technology. Its areas 
of competence lie in cell biology, immunology, drug biochemistry, biomarker, 
bioanalytics and bioproduction as well as process development and automation. In 
these areas, research specifically focusses on the indications oncology, neuropathology, 
autoimmune and inflammatory diseases as well as infectious diseases and regenerative 
medicine. 

The Fraunhofer-Gesellschaft is the leading organization for applied research in Europe. Its research activities are conducted by 72 institutes and 

research units at locations throughout Germany. The Fraunhofer-Gesellschaft employs a staff of more than 25,000, who work with an annual 

research budget totaling 2.3 billion euros. Of this sum, almost 2 billion euros is generated through contract research. More than 70 percent of the 

Fraunhofer-Gesellschaft’s contract research revenue is derived from contracts with industry and from publicly financed research projects.  

International collaborations with excellent research partners and innovative companies around the world ensure direct access to regions of the 

greatest importance to present and future scientific progress and economic development. 

 

 

Dieses Feld, sowie die Tabelle auf der letzten Seite nicht löschen! 


