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ǛBMI Research(2021/04)ǜ (2021/05)
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(GMP->QMS)
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(2020)̢̪ 2020 2070 ̫ 2020 8 ̢
https://www.ndc.gov.tw/Content_List.aspx?n=695E69E28C6AC7F3

2019
65+ 360 15.28%
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v.s
Â Ӕד ώ Ӊᵉ ᵿ

Âῳᶽ (TP)￼ ᵉ ו Ṉאל ᵙ
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Ǎ
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QMS

IRB

/ / /..

ⱳ◓
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Clinical
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Bio-Tech Ą Med Tech
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2. / / /

QMS
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Front viewTop view Front viewTop view

A. ( )

B. ( )

C. ( )

1 2 3 4
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Â ￼χ Ӡ ᵷӔּז ᵘ

Â χ0.25Hz 0.5mm/min ᵇїᾼדιᴦ ᵻ700₭

Â χᾠ 0~10₭ 300~310 ₭ 700~710 ₭ Ӫ ԎṮ

(kPa)

Cycles P-value
(0 ï10) (300 ï310) (700 ï710) (0 v.s 300) (0 v.s 700)

S1
12.84

Ù0.35

12.31

Ù1.04

11.97

Ù1.28
0.14 0.05

S2
13.04

Ù0.76

12.52

Ù1.27

12.36

Ù1.35
0.28 0.18

S3
12.20

Ù0.99

12.36

Ù1.34

12.08

Ù1.29
0.76 0.82

î
12.69

î0.44

12.40

î0.11

12.14

î0.20

P-value>0.05

700
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Å ―
ÂѮ ו χ(1) ỵ Ӻҭ (2) ₩ (3)USB2.0Ӽ

(4) ᾣᶽ ᶅ (5)OLED ῢ Ẇ

Â  Ṱ ӡḠ IEC 60601-1ѳ

USB2.0

IEC60601-1
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APPÅ ᴣ Ӱ (iOS/Android )
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ẏ ( ᴬ ῐᾉὌ)

ÅJ ⃰Ẃ Ẃ₩ấ ɋ ᶽ
Â ẉ῀ Ԋᾠ⁮ 18-30 74Қ

Âᶽ ᶊ ᾠ⁮ >60 years 1000 Қ

IRB
26

18-30 74 41.9

60-69 393 31.81

70-79 403 26.04

>80 204 20.53



ÅJ ᵉ ɋ ṇ▪
Â IRB ׁԊ ҃ 500ӈỨ

Âấ ᷿ᵉ ╙ Ԅ

Â 17ӈᵉ Ứ ιᶈᵃẉ Ẃ₩ ῎ Ӊ

IRB

(KPa) (KPa)

60-69 30.18 19.46 12

70-79 22.78 6.51 4

Û80 18.92 1.50 1
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ÅJ ᵉ ɋ ṇ▪
Â ԏі ᵉ Ứ ώӗ  Ӱ

Â Ӱ ​   ᴣVE VF Ԏᵉ ῗᵋᾡᵱ

65
28
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H.Y. Liu et al., Journal of Personalized Medicine, 11, 653, 2021.
IΦ¸Φ [ƛǳΣ Ŝǘ ŀƭΦΣ ά5ƛŀƎƴƻǎǘƛŎǎΣ ммόоύΣ пуфΣ нлнмΦ
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QMS

IRB

/ / /..

ⱳ◓
ṩ ἆ

Unmet 
need

Bio-Tech Ą Med Tech

1.
2. / / /

QMS



Computer Aided Engineering in Biomedicine Lab.

Development of the customized pre- bent orbital titanium plates

/
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http://n1.haodf.com/2012/0301/75/752c139540013a.jpg
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Stamping Method ( )

CT from patients 3D printed molds

F

2D 
implant 3D PSI

Patient specific implant

3DP



Å / / (>200 case)
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FDA 510K

(1) ǛBone plate
(2) ǛClass II

TFDA

(1) ǛI .3300
(2) Ǜ

I.3300

Surgical mesh

2

(surgical mesh)

̢
Hernia )
acetabular

cement ̢

GMP
GMP(̪ ̫

) ̢

0930328238 

̪ ̫

Å

Mesh, Metal
Å

Mesh, Surgical, Polymeric
Å

Mesh, Surgical
Å

Surgical Film
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The interfacial adaption test (gap size)  

3DP model pre -bent method:

2.285 î1.82 mm

VPatient-specific stamping method:  

0.821 î0.63* mm

CH Chen et al, JCMS, 2019

3DP model Stamping method

A B



TFDA


