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@ Christensen, Clayton M. Grossman, Jerome H., M.D. Hwang, Jason.
2008. The Innovator’s Prescription: A Disruptive Solution to the Health Care.
McGraw-Hill Education.

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

@ US FDA(2020). Purple Book: Lists of Licensed Biological Products with
Reference Product Exclusivity and Biosimilarity or Interchangeability
Evaluations.
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¥ 1ir Az H 345 Course introduction

¥ 2% i%é_%’éé_r‘%#fﬁx\wﬁéfﬁﬁ
Product characteristics, risks and thresholds of the biomedical industry

¥ 3% FRAATRE C Flrow K
Explore the source of innovation: M.D. and users
4% N LY RS
Identify unmet clinical need
$5& (2 FAEHF(O WG FH TR
Innovation in Bio-medical industry(l): Software as medical device
% 63F BrFHALITASRE B R
Use intellectual property analysis in product development: patent exploration
573 M AR A SR L P B

Use intellectual property management in product development: technology value-added
¥ 8% ASEE  HUEE

Product Development: Prototype architecture

$9 (2 FAFHF(): LI FER RN TR
Innovation in Bio-medical industry(1l): Al & Blockchain

%103 p%@f%‘gﬁzﬂ

Medical devices regulations in Taiwan, USA, and EU

PG [%RE2R SFILIA 2P A % PR
Validation regulations: 1ISO 13485, 1ISO10993 and security specification
¥ 12:% S B B RIT R

Branding, channel, and crisis management strategy

% 131% T A 8 E ARG

Mass production and operation planning

%143 TR Bk

Market adoption and expansion

5 15:% 2FAFAF(N) - v Bl e TR &84%
Biomedical Industry Innovation (l11): Portability and Integration
% 163 #p % 3¢ 2. Term-project presentation




