o FEARDEEHERS e
% NTU SPECS

NTU School of Professional Education and Continuing Studies AVt‘\K' Y g V\\-\‘ v

g T




“} EEAREIEHESMR

NTUSPECS

NTU School of Professional Education and C

PP ¢ 53 - at7:00-9:45 0 221(2 )R B

%ﬁcﬂ./}.&;:
LRAEHER L P FERLPPRHEEE D

gﬁf&”?;}m?mﬂ? » 1’/ & f@r’r'fbmai“%’
DI EARDER F EERF O - L?F_f.)i

mﬁ%é%’zﬁﬁﬁﬁ¢g:W%%% g ph
/\

g lcc(

FEFRHABEAE S S PRI D B o 7 H-‘”':‘l
Rivend g 2 FAEORES LRI HR
I

 FRIFRTRE G R ASREE 2 RNE
Rk B BT H S F R REIET 0 v P S
YL LD o 4G TRinh '8 PR 3%



g’.’fg EEAREIEHESMR
" NTUSPECS

sional Education and C

"é‘em " ’ ﬁ\pﬁcﬁi%—ﬁ. iR %si:@._&ﬁ;{ 2L,
'% j’\—\ Et-\zo\} )’a‘) L F,H )7? Z 76‘: 1’#— 2' LE-»-—“ ;:.‘»FE_P /Gj. » AR

"ri’ﬁr-m‘* T HEE e * il o S b = BERALS odF
SRR %ﬁ“’ﬁkmiml“im#mn‘ RegRErdFa
#%E‘FE%? /’_—‘ ’L ﬁ\“ _\J—E_‘i 7}‘\ %i\il‘i ,E}k‘vn/‘l %&
B E Gk b ) AT L R

o



Ry ERABEERESR

SE IR
(A
“lfal s
NTU Schoel of Professional Ed C ing Studies

nal Education and Continui

LB 3L FAMAY  FRLIUE R PRI -

2V Er FARRE L FHEN L FELR T ERL RGP -

w
=
(s

TAFR R RS



oy EEAREEERESR

uing Studies

ASARUKFFD THhELAREFAR ) THREST TP o7

@ 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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¥ 13 (2/21) ESiA 0
Course introduction

AFAFAESE LGETIE
Product characteristics, risks and thresholds of the biomedical
industry

% 3i¥ (3/14) R EIZTIREE %EW& & K

Explore the source of innovation: M.D. and users
$AEER2Y)  [FARRR R

Identify unmet clinical need
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% 24 (3/07)

+ 5iE(3/28) Innovation in Bio-medical industry(l): Softeare as medical L W et
device

. LR N PAR LAY ) S R UEA

FERIEL) Use intellectual property analysis in product development:
patent exploration
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% 71 (4/18) O g BN A SRR BB

Use intellectual property management in product
development: technology value-added

% 8i% (4/25) AR AR
Product Development: Prototype architecture
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% 9% (5/02) 4 FAELFIN): A 2 EE T B4 £ R 224
Innovation in Bio-medical industry(ll): Al & Blockchain 7 R
$10:(5009) |sEmMFREHEAR
Medical devices regulations in Taiwan, USA, and EU
A BRI ST AR R AP F R R & AP
AL Validation regulations: ISO 13485, 1ISO10993 and security
specification
$12:%(5/23) | & ~ i g 4 AT f ek
Brandlng, channel, and crisis management strategy
¥ 131¥(5/30) T A8 FiERY
Mass production and operation planning
¥ 141% (6/06) TR R Sk
Market adoption and expansion
% 15:%(6/13) 4 fﬁ EAIFTAN) : 7 e EFE 5 R f
Biomedical Industry Innovatlon (111): Portability and Integration T
% 163% (6/20) Hp k3R 2

Term-project presentation




