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In the future, the Chinese authority NIFDC will rely on TU Berlin’s Multi-Organ-
Chip technology for pharmacovigilance and food safety

TU Berlin and National Institutes for Food and Drug Control (NIFDC) China extend
their cooperation in regulatory science.

Berlin, 4 October 2016 - Development cycles in the markets are accelerating. Regulatory
authorities worldwide continuously face the challenge of declaring new drugs, cosmetic
ingredients and food products as harmless to health. They make their decisions based on data
provided by manufacturers. However, frequent setbacks in clinical studies prove how
inadequate these data can be. Since 2014, the National Institutes for Food and Drug Control
(NIFDC) China rely on regulatory science and early control in the approval process. TU Berlin
now enables NIFDC to engage even more in the scientific aspect of the approval process as
both organisations have extended their cooperation to six years. The first Chinese scientists
recently finished their training in the operation of Multi-Organ-Chips (MOC) in Berlin. Now the
technology will be transferred to China, where the scientists of the institute will be trained to
independently execute tests.

“This makes NIFDC the first authority in the world to test the Multi-Organ-Chips independently
and to use this technology with self-established assays to intervene in the development cycle”,
explains Uwe Marx, inventor of the technology and CEO of TissUse GmbH founded as a spin-off
of the TU Berlin in 2010.

The Multi-Organ-Chip technology currently makes it possible to replicate up to four human
organs, scaled down 100,000 times, from cell tissue on a microscope slide. They are connected
to each other with a system similar to blood vessels. Micro valves replicate the heart and the
cell structures react to administered substances just like a human organism.

Experiments for testing new drugs, cosmetic ingredients and chemicals thereby do not need
animal testing any more and developers as well as regulatory authorities can test how humans
react to specific substances over longer periods of time. According to Marx, the use of human
cells also allows the results to be transferred more easily than data from animal testing.
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About TU Berlin:

The Technische Universitat Berlin (TU Berlin) is one of the oldest technical universities in
Germany. With more than 32,000 students in 100 degree programmes, the university ranks
among the largest universities in Germany. In addition to the university’s faculties and
institutes, there are numerous collaborative research centres and major research networks.
More than 177 million Euro in third-party funding were acquired by TU Berlin in 2015.
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About NIFDC:

National Institutes for food and drug Control (NIFDC), founded in 1950, is a subordinate
agency of the China Food and Drug Administration (CFDA) and there are more than 50
departments and divisions within NIFDC. The main professional areas of NIFDC cover
pharmaceutical products, biological products, medical devices, food, healthy food, Cosmetic,
reference standards, laboratory animals, and drug safety evaluation etc. More than 800
different testing items could be performed in NIFDC. Each year, more than 13,000 batches of
drugs are tested in NIFDC and more than 2,900 reference standards are distributed by NIFDC.
Currently, there are more than 1000 employees including 800 technical staffs and more than
9800 modern testing instruments and equipment in NIFDC, with the total asset value of more
than 400 million RMB.

About TissUse:

TissUse is a Berlin, Germany-based, vibrant growth company who has developed a unique
Multi-Organ-Chip platform that - for the first time ever - provides preclinical insight on the
systemic level using human tissue. This enabling technology platform consists of a
miniaturized construct that closely simulates the activity of multiple human organs in their true
physiological context. TissUse's Multi-Organ-Chips provide a completely new approach to
predict, for example, toxicity, ADME profiles and efficacy in vitro, reducing and replacing
laboratory animal testing and streamlining human clinical trials.

TissUse is additionally applying its platform and know-how to develop spin-off programs in a
variety of tissue and organ repair areas starting with the cosmetic market of hair transplants.
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