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Toward the creation of innovative biopharmaceuticals originating in Japan, from FY2015 (H27), Project
Professors Kazuhisa Uchida and Ineui Lee (Graduate School of Science and Technology Innovation, Kobe
University) are developing an educational program for training human resources related to manufacturing,
development and quality control etc. of biopharmaceuticals leading to industrialization. This research was
conducted in collaboration with industry-academia-government collaborators such as Japan Pharmaceutical
Manufacturers Association (JPMA), academia (Kobe University), Ministry of Health, Labour and Welfare
(MHLW), and Ministry of Economy, Trade and Industry (METI). In H27, three educational programs for
lecture courses on manufacturing and development of biopharmaceuticals (Outlines * Cell Culture and Harvest
Process ¢ Purification Process) were developed.

In FY2016 (H28), continuing from the year of H27, one new educational program for lecture courses on
manufacturing and development of biopharmaceuticals (Basis) was developed. And as a practical educational
program at higher level, two educational programs for practical course on biopharmaceutical manufacturing
process (Cell culture, harvest and purification) were developed.

In FY2017 (H29), continuing from the year of H28, new educational programs for lecture course on the
manufacturing and development of biopharmaceuticals (Points to consider on the manufacturing cost efficiency
& Comparability Assessment) were developed. And as an additional practical educational program for
practical course, education program of analytical methods for the evaluation of biopharmaceuticals quality were
developed.

Taking into consideration on the implementation place and its period, who and how many members are attending,
the practical courses in H28 and H29 were developed by the collaboration with MAB, and can be expanded.
Furthermore, regarding the educational program of the lecture courses developed in the previous year (H27 and

H28), the content was explained to the related members of the biopharmaceutical industry and conducted a

2



questionnaire survey on the relevance of the content. As a result, it was confirmed that the content of the
educational program developed in the previous year (H27 and H28) was reasonable and effective.
From now, these educational programs in the above mentioned will be applied in Biologics research and training

center for the training of human resources worked for Biopharmaceuticals in Japan.
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