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In this study, we aim (1) to investigate the current status of quality and safety assessment of regenerative
medicinal products / processed cell products developed in Japan and overseas and to clarify the recognition
of developers, (2) to extract problems to be solved from these survey results and to propose the
countermeasures, and (3) to feed back these results to research and development for regenerative medicine.
In the research projects on practical application of regenerative medicine products / processed cell products
in the AMED research project, we investigated the assessment method used in each research project.

For 187 AMED research projects, we performed questionnaire investigation on quality control and safety
assessment of regenerative medicine products / processed cell products. As a result, it was confirmed that
test methods in “(1) cell number and survival rate in cell component, (2) confirmatory test in cell
component, (3) purity test in cell component, (4) sterility test and mycoplasma negative test in non-cell
component, (5) endotoxin test in non-cell component” were similar in each research project. These test
items are common for most of products, and the test method has already been established. Therefore, we
guess that if there are the established methods for testing quality control, their methods may be commonly
adopted in many products. On the other hand, in many other test items, the standard value was not decided,
suggesting that according to characteristics for each product, the standard value should be designed from
the development stage. Nest, we performed a survey on the safety assessment tests. As a result, some test
methods within the Japanese Pharmacopoeia (sterility test, mycoplasma negative test and endotoxin test)
were adopted for quality control of intermediate products / final products. It was confirmed that, in some
AMED projects for practical application of regenerative medicinal research, developers often adopted or
referred to the test methods which were published as scientific papers.

Taken together, the general test items are evaluated by the common test method regardless of the type of
final product. On the other hand, if the test methods are not established, developers should decide the
standard content or standard value of test items for quality and safety assessment as soon as possible.
Therefore, we must understand that the content of the test on quality control and safety assessment varies
on a case-by-case basis depending on the type of each final product. Moreover, in parallel with product
development, developers need to make a research plan so that standard items can be set within the project

period.
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