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DIZG
Safety and quality

The German Institute for Cell and Tissue Replacement (DIZG) was founded as a non-profit
institution in 1993 by physicians and scientists from the University of Erlangen and the tissue
banks of the University of Leipzig and the Charité Hospital in Berlin and is based on their vast
experience. DIZG aims to make the best possible use of charitably donated tissue in order
to enhance the perspectives of healing for patients with serious defects.

Therefore DZIG supports tissue donation. conducts
research and is continuously developing its range of
tissue transplants. To date, the non-profit institute has
supplied over 400,000 human tissue transplants to
surgeons and hospitals worldwide. At present, more
than 37,000 patients with severeinjuriesbenefit from
around 350 different transplant types from the DIZG
cleanrooms each year.

Patients and physicians are guaranteed the highest
levels of quality and safety. since in Germany, tissue
transplants of human origin are regulated as medicinal
products and subject to marketing authorisation.

The manufacture, biological safety and clinical appli-
cation of these so-called "allografts" are subject to
surveillance by the German authorities. The DIZG
holds eleven marketing authorisations for groups of
human tissue transplants.

The transplants are produced in Class A cleanrooms

by DIZG in Berlin, in compliance with Good Manu-
facturing Practice (GMP) requirements. The DIZG
has established a comprehensive quality system to
guarantee the biological safety of the tissue trans-
plants. Donors are selected based on strict criteria.
Serological screening exceeds the EU Directive
2006/17 specifications and among other elements,
includes three viral genome tests. Furthermore,
avalidated process for virus inactivation and elimi-
nation of bacteria and fungi, as well as in-process
and finalinspections of the transplants, ensure compli-
ance with the highest safety requirements.

DIZG s also certified according to DIN EN ISO 9001
and adheres to the Ethical Code and quality standards
of the European Association of Tissue Banks (EATB).

All this contributes towards supplying a growing
number of patients with safe and high-quality human
tissue transplants.
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