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1. US FDA(2021). 510(k) Clearances.

2. US FDA(2020). Purple Book: Lists of Licensed Biological Products
with Reference Product Exclusivity and Biosimilarity or
Interchangeability Evaluations.
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Course introduction
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Product characteristics, risks and thresholds of the biomedical
industry
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Explore the source of innovation: M.D. and users
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Identify unmet clinical need
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Innovation in Bio-medical industry(l): Softeare as medical 2R %8t
device
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Use intellectual property analysis in product development:
patent exploration
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Use intellectual property management in product
development: technology value-added
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Product Development: Prototype architecture
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Innovation in Bio-medical industry(ll): Al & Blockchain Z R
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Medical devices regulations in Taiwan, USA, and EU
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Validation regulatlons ISO 13485, ISO10993 and security
specification
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Branding, channel, and crisis management strategy
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Mass production and operation planning
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Market adoption and expansion
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Biomedical Industry Innovation (I11): Portability and Integration R
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Term-project presentation




