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The Critical Techniques Research in Accurate Risk Evaluation of Animal
Tissue-Derived Medical Devices
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Beijing 102629, China)

Abstract Objective: The main safety risks of animal tissue-derived medical devices are contamination and
transmission of adventitious agents and undesirable immunological or toxicological responses. Therefore, this
review summarizes critical techniques for accurate risk assessment of animal tissue-derived medical devices, and
provides support for related product development and registration evaluation that provides technical support for
scientific supervision. Methods: A series of critical techniques, methods, standards and strategies used for risk
assessments and quality control of animal tissue-derived medical devices developed by the author's team were
summarized, and some points of expert consensus on immunotoxicology evaluation in animal experiments were
demonstrated. Results and conclusion: The methods and standards for the determination of DNA remnants
and residual a-Gal antigens in animal tissue-derived biological materials were published and implemented; the
results from the studies on the establishment of lymphocyte proliferation tests and the use of Gal antigen deficient
mice on immunology evaluation provided immunotoxicological evaluation techniques and strategies. Some of
the testing items were included in the "Guidelines for the Technical Review of Registration of Animal Tissue-

Derived Medical Devices"(2017, Revised Edition). These technologies provided technical support for accurate
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risk assessment and control of animal tissue-derived medical devices. At the same time, the author looks forward

to the new risk assessment technologies in the research, and proposes that the systematic accurate risk evaluation

system still be improved.

Keywords: animal tissue-derived medical devices; safety risks; accurate; risk assessment; adventitious agents;

immunological response
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