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1.  ─  

─ ⅜ ↕╣√↓≤⅛╠⁸ ≢™∟ ↄ ⌐ FMD ╩ ⇔√ ⌐⅔

™≡⁸ ⌐ FMD ≢ ↕╣≡™╢⁸ ─ ╩ ↕∑√ ↑ FMD

─ ≤⁸ ∆╢ ─√╘⌐ ╩ ™⁸ ⌐℮╟╢⅝≢♩כ♃☻⅜

∆╢↓≤⌐ ⅎ⁸FMD ≤⇔≡─ ⅛╠ ┼─ ─ ⌐ ↑⁸

─ ⌐⅔↑╢ FMD ┼─ ≤⁸∕─ ─√╘─ ╡╩ ≤∆╢⁹ 
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1.1  ─  

(1)  

─ ╛ ⌐⅔™≡⁸ ─ ╣╛ №╢™│ ─ ⅝╩ ⇔⁸ ╩

⌂ ⌐ ∆╢ ⅝╩ ≈ ─ ⅜ ↕╣╢╟℮⌐⌂∫√⁹ ─

ה ─ ⅛╠ ╩ ─ ≤⇔≡ ∆╢↓≤⅜⁸ ╪⌐

↕╣≡™╢⁹ ─ 1≈≢№╢ FMD(Flow Mediated Dilation) │⁸ ⅛╠

↕╣╢ NO( )⌐╟∫≡⅔↓╢⁸ ─ ⌐ ℮ ─ ╩ ≤⇔≡⁸

╩ ⌐ ∆╢ ≢⁸ ≢│ ⌐ ↑ ╙ ↕╣⁸ ⅜ ↕

╣≡™╢⁹ 

∕─ ⁸FMD │ ╩ ∫√ⱴ♬ꜙ▪ꜟ ─ ≢№╢√╘⁸

⅜ ה ⌐ ⅜⅛⅛╢≤™℮ ≢⁸ ≢│ ⌐ ∞ ↄ ↑ ╣╠╣≡™⌂™ ╙№

╡⁸↕╠⌐ ─ ₁╩ ≤⇔√ ≢ ⇔≡™ↄ↓≤│ ⇔™≤─ ⅜ ↕╣≡™╢⁹ 

(2)  

⅜ ⁸ ⌐ ⅜⅛⅛╢≤™℮ FMD ─ ╩ ⇔≡™ↄ√╘⁸ ╩

╡ ╣⁸ ™⅜ ≢ ⌐⅛⅛╢ ╩ 3 ⌐ ⇔√ ⇔™ ╩ ≢ ∆╢⁹ 

│⁸ √⌐ ⇔≡™╢ ─ ⁸FMD≢≥↓╢∆≥♩♇◕כ♃╩ ─◦▼▪

╩ ∆╢↓≤⅜ ≢⅝╢√╘≢№╢⁹∕─√╘⁸ ─ ≢ KOL ╩ ⌐⁸ ─ ↕

⅛╠ ⅜ ↑╠╣≡™╢ FMD ─ ה ╩ ╘≈≈⁸ ≢╙ FMD ⅜ ↕╣╢

⌂ꜟⱣכ꜡◓ ≠ↄ╡╩№╦∑≡ ╘≡™ↄ⁹ 

(3) ⁸  

≤ │ ⇔≡ ╩ ╘≡™ↄ⅜⁸ ─ ╛♪◐ꜙⱷfi♩ ⌂≥

⌐ ╩ ∆╢√╘⁸ ⌐ ⇔≡ 29 3 ╕≢⌐ ↑ ─ ╩ ™⁸

29 6 ─ ╩ ∆⁹ 

FDA⁸ CE ⱴכ◒┼─ ╩ ₁ 30 3 ≤⇔⁸ 30 6 ─ ╩ ∆⁹ 

 

1.2  ─  

ꜚⱠ◒☻ 

PL   ꜚⱠ◒☻  

SL    

 ᵑ  

  ᵒ  

  ᵓ  
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1.3  ∆╢  

(1)  ∆╢ ─  

 1)  ─  

─   ◒ꜝ☻  

◒ꜝ☻и 

MDD :Class иa (EU

─ ⁸      

510k :Regulatory Class II  

  ( )    

 ⌂≥   

↕╣╢  ☿fi♃⁸כ    

│  ▬ⱬfi♩─ꜞ☻◒  

 ꜚⱠ◒☻  23B2X10017( )  

─ ╩ ℮ 

 

ꜚⱠ◒☻  23BZ200161( )  

ꜚⱠ◒☻ 
 

1991 ( )  

   

 2) ♩♇◕כ♃─   

   

  ⁸ ⁸ ⁸ ⁸ ▪☺▪ 

 29 2017 1  

30 2018 3  

30 (2018) 7 ( )  

 

 29 2017 10  

30(2018) 6  

30 (2018) 10 ( )  

 

3  3.8 32 2020  5.5 33 2021  

3  
50.0 32 2020  

⌐ ≠ↄ ╖ 

80 33 2021  

─ ╖ 

◦▼▪ 3  7.6 32 2020  6.8 33 2021  

 

β ─ │◖fi♁כ◦▪ⱶ ─ ⅜℮╕ↄ ⅝⁸ ╟╡╙ 2⅛ ⇔≢ ⅜≢⅝√⁹ 
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 3)  ∆╢ ─ ה  
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(2)   

 1)  ─ ┘ ≢ ↕╣╢  

 ᵑ ∆╢ ─  

(A)  

FMD ┼─ ⅛╠─ ⁸ ─ ┼─ ⌐╟╢ ─ ≤⁸

⌐ ↑√ ┼─  

  ◒ꜞ♬♇◒ ⁸ ⁸ ─ ╩ ↑╢ ⌐ ⇔⁸ ─  

  ─ ─  

  ☿fi♃⁸כ ┼─  

  ─ ─ ♃כ♦─≢  

  ⱷכ◌ ⌐⅔↑╢ ─♃כ♦  

  ─ ─ ─ ─♃כ♦  

(B)  

 ⁸ ⌐⅔↑╢ ┼─ ─ ╕╡─ ⌐⅔↑╢ ┼  

  ☿fi♃כ ─☻ⱦכ◘↑  

  ♪♇◒  

  ⱷכ◌ ⌐⅔↑╢ ─ ─ ⁸ ▬ⱬfi♩ ─  

  ⱷכ◌ ─ ─  

 

 ᵒ ∆╢ ─  
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WHO ─ ≢│ ─ ─ 60%⅜ ⌐ ≢⌂ↄ⌂╡⁸ ─ 30%⌐№√╢

│ ≢№╢⁹╕√ ╛ ⌂≥⌐↓╣ ℮ ╙ ╙╠╣≡⅔╡⁸ ≢

│ 600 ⌐ ∑╢≤↕╣≡⅔╡⁸ ⌐ ⅎ╢≤ ↕╣≡™╢⁹↓℮⇔√ ╩ ←√

╘⁸ ⌐ ↑√ ╡⌐ ╩ ╣≡™╢⁹ ≢│ Disease Management Program ╛Wellness 

Program ╩ ╛ ⌂≥⅜ ╛ ⌐ ≢⅝╢ ⌐⇔⁸↓─ ╩ ⌐ ∆╢

⅝╩⇔≡™╢⁹ ≢ 3 ─ ⌐ ⇔≡⅔╡⁸ │ ⌐╙└╤⅜╡≈≈№╢⁹

⌐⅔™≡╙ ⱦ☺Ⱡ☻─ │ ⅝ↄ 20 ─ ┘⅜№╢≤↕╣⁸ 3 ⌐⌂∫

≡™╢⁹ ▪☺▪≢│↓╣⅛╠ ⅜ ╕╢≤↕╣≡™╢⁹ ─ꜞ☻◒ ≤⇔≡ FMD

╩ ≠↑╢ ⌐∆╢⁹ ─ 1 ╩ ⅎ ≤⇔≡ 7⅛╠ 8 ─ ⅜ №╢⁹ 
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(3)  ≤─  

 1)  ─  

ᵑ  

 mia -llc (Medical Imaging Analysis)  IOWA ─ ⅛╠─☻Ⱨfi 

▪►♩ ⁹ 

 QUIPU Ⱨ◘ ⁸Italian Research Council ⅛╠─☻Ⱨfi▪►♩ ⁹ 

2011  

כⱣꜟ ▬♃ⱴכ꜡◓  ▬☻ꜝ◄ꜟ─ ⁸ ☺ꜛfi☼ⱱⱪ◐fi☼≤ ╪≢ ⁹ 

 

 

ᵒ  

 Brachial Analyzer  ─ FMD ─╒≤╪≥ ⅜ FMD ─ ⌐

⁹ ≢ ↕╣√ FMD ─ ╩⁸ PC ⌐≡

⁹◄♇☺♦▫♥◒◦ꜛfi ≢ ⇔√ ─ ╩ ≢ ⇔⁸

ⱬכ☻ ≤ ╩ ╘≡%FMD ╩ ∆╢◦☻♥ⱶ⁹ 

 FMD Studio  ─ FMD ≢ ╦╣≡™╢♁ⱨ♩⁹

⅛╠⁸ PC ⌐ ╩ꜞ▪ꜟ♃▬ⱶ≢ ⇔⁸ꜞ▪ꜟ♃▬ⱶ≢ ∆╢◦☻♥

ⱶ⁹ ⅜ ╩ ╣╢≤ ≢│ 1 ⌐ ⇔⁸╒╓ꜞ▪ꜟ♃▬ⱶ

≢ ≢⅝╢⁹ 

Ᵽꜟ Endo-PAT⁸כ꜡◓ ─ ─ ≢ ∆╢◦☻♥ⱶ⁹FMD ≤│ ⌂╢

⁸ ⌂╢ ≤⌂╢√╘ PAT ≤⇔≡ ╩⇔≡™╢⁹FMD ─

↕≤ ─ ⇔↕╩⁸ ⌐ ⇔ ╗☿fi◘כ─ ∞↑─ ⌂ ╩ ≤⇔

≡™╢⁹ 

 ᵓ ─√╘─  

    ≤╙⌐ ⌂ ⁸ ≢ ↕╣√≤™℮Ᵽ♇◒◓ꜝfi♪╩ ≈─⌐ ⇔⁸ꜚⱠ 

◒☻│⁸ ─ ≢№╡ ⅜⌂™⁹╕√⁸∕╣∙╣ ⌐ ≢─ ⅜№╡⁸  

⁸ ╩ ∫≡™╢⁹ ─ ⅛╠ 150╩ ⅎ╢ꜚⱠ◒☻ ⌐╟╢ FMD  

╩ ∫√ ⅜№╢⅜⁸ ≢ ╕╣≡™⌂™⁹ ─ ─ ↕⁸∕─ ⌂≥ 

╩ ╛ ⌐╟∫≡ ↄ ⇔≡╙╠℮ ⅜№╢⁹ 

─ ↕⁸╗∏⅛⇔↕⅛╠ FMD ⅜ ⌐ↄ╠═ ∟≡⅝≡™╢≤ ™≡™╢⁹ 

 

 2)  ≤ ≤─ⱬfi♅ⱴכ◐fi◓ ≤─  
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ᵑ ─  

Mia-llc⁸QUIPU ─ ≢│⁸∆≢⌐ ⇔≡™╢ ╩ ™ FMD

╩ ≢⅝╢↓≤⅛╠⁸ ─ ≤⇔≡ ⇔≡™╢⁹ ⁸▬♃ⱴ⁸כꜚⱠ◒☻─

│⁸ ≤⇔≡ ⌐ ⌂ │ ⇔⁸ ≤™℮ ─ ∟ →╩

™⌂⅜╠⁸Ɽ▬○♬▪ ≤⇔≡─ ╩ ⇔≡™╢⁹ 2 │ ↕╣╢ ─ ⅔╟┘

⌐ ∆ ─ ⌐ ─ ⌂╠┘⌐ ⅜ ↕╣╢⁹ 2 │ ≤⇔≡ │

⇔≡ ╠╣╢⁹ 

 

ᵒ ─  

 Mia-llc⁸QUIPU ⁸ꜚⱠ◒☻ │ ╢№≢♪כ♄fi♃☻♪ꜟכ◗─ FMD ↑⌐

↕╣≡™╢⁹ ⅛╠ ╩ ∆╢ ⁸√∞⇔ↄ ╩ ∆╢ ⅜№╡⁸

ⱴ♬ꜙ▪ꜟ ≢│ ↕╣√ ⅜ ⌐ ╘╠╣╢⁹ꜚⱠ◒☻│↓─ ─ ╩ ≤

♃כ◄ꜙ♅◒▪ ─ⱪ꜡כⱩⱱꜟ♄כ╩ ∆╢ ≢ ⇔⁸ ─ ⁸ ╩ ∫≡™╢⁹ 

≤⇔√ ⁸ⱪ꜡כⱩ ⌂≥─◖fi♩꜡כꜟ∆╢√╘─ ⅜ ⌐⌂╡⁸⅛≈

≤⇔≡ ⱷכ◌ ≢ ∆╢ ⅜№╢⌂≥─ ⅜№╢√╘⁸ ⌂≥≢ ─

╩ ╢↓≤⅜ ⇔™⁹ 

⁸▬♃ⱴכ │╟╡ ╩ ╢√╘⌐⁸ ╩ ⅛╠ ⌐ ⅎ⁸ ⌂╢ ╩

≤∆╢↓≤╩ ∫≡™╢⁹ ☿fi◘כ╩ ∆╢∞↑─ ≢ ≢⅝╢√╘⁸∞╣≢╙⅜ ≢

⅝╢ ─♪כ♄fi♃☻♪ꜟכ◗⁸⇔∞√⁹╢™≡∫⌂≥ FMD ≢ ↕╣√ ≤ ⌂╢√╘⌐⁸

⌐∕─ ╩ ⇔≡™ↄ ⅜№╢⁹ 

 

ᵓ  

≢│⁸ ⌐ ⌐╟╢ ╩ ⅎ⁸∕─ ╩ ∆╢⁹↓─√╘⁸

⌐ ⌂ ╩ ╢√╘⌐⁸ ≢№╢ ╩◌ⱨ⌐╟╢ ≢⁸◌ⱨ ─ ⁸ ─

╩ ╡∞∆√╘ 5 ╒≥ ⅜ ≤↕╣≡™╢⁹ 15 ─ 1 3╩ ╘⁸⅛≈⁸

⌐│ ≢№╢⁹ꜚⱠ◒☻≢│↓─ ╩ ⇔⁸ ─ ╩ ≢ ⅎ╢╟℮⌐⇔⁸

╩ 3 ⌐ ↄ∆╢↓≤⌐ ⇔≡™╢⁹ 

 ╕√⁸ ⅜ ™ ⁸ ≢ ∫≡™√ ╩⁸ ─ ≢ ≢╙ ⅎ╢╟℮⌐

⇔≡™╢⁹ 

 

│ ─ ╩ ╢ ⌂ ≢№╡⁸∕─ ⅜ ─ ⌐⌂╢

⅜ ⅛∫≡™╢⁹FMD │ ≡⇔≥♪כ♄fi♃☻♪ꜟכ◗─ ↄ─ ⅜№╢⁹ 

ꜞ☻◒ ≢№╡ ≢│⌂™↓≤⅛╠⁸ ≢↓╣⅛╠─ ⅜ ↕╣≡™╢⅜⁸

─ ↕⁸ ⇔↕⁸ ─ ↕⅜⁸ ┼─ ⅜╡─ →⌐⌂╢∞↑≢⌂ↄ⁸ ⌐⅔™

≡╙ ↕╣≡™╢⁹ ⁸ ⅜ ∆╢↓≤≢⁸ ─ ⅜ ↕╣╢ ╩ ≈↓≤

⌐⌂╢⅜⁸ꜚⱠ◒☻ ⅜ ╙ ™ⱳ☺◦ꜛfi⌐ ∫≡™╢⁹
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1.4  ⌐ ╢╕≢─ⱪ꜡☿☻  

(1)  ╩ ╘√ ─  

 

4 5 6 7 8 9 10 11 12 1 2 3 4 5 6 7 8 9 10 11 12 1 2 3 4 5 6 7 8 9 10 11 12 1 2 3 4-6 7-9 10-12 1-3 4-6 7-9 10-12 1-3 4-6 7-9 10-12 1-3 4-6 7-9 10-12 1-3

UNEX EF18S

KOL

(NAA,Artery,

(

POA, NAA, 

Artery ) φ CPT 

Code

NHS

FMD

(

FMD

FMD
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(2)   

 ᵑ  

 H28 

(2016) 

H29 

(2017) 

H30 

(2018) 

H31 

(2019) 

H32 

(2020) 

H33 

(2021) 

H34 

(2022) 

H35 

(2023)  

H36 

(2024)  

H37 

(2025)  

 ừ          

  ừ         

 2 1.8 1.3 0.8 1.2 1.2 1.2 1.2 1.2 1.2 

 ℮∟  0.5 0.3 0.2        

 ℮∟  1.5 1.5 1.1 0.8 1.2 1.2 1.2 1.2 1.2 1.2 

  0.5 1 1.9 3.8 3.8 3.5 3.5 3.5 3.5 

  25 50 100 200 200 200 200 200 200 

 ᵒ  

 H28 

(2016) 

H29 

(2017) 

H30 

(2018) 

H31 

(2019) 

H32 

(2020) 

H33 

(2021) 

H34 

(2022) 

H35 

(2023)  

H36 

(2024)  

H37 

(2025)  

  
ừ 

( ) 

ừ 

( ) 
       

   
ừ 

( ה

) 

       

 0.8 1 1.5 2 2 2 2 2 2 2 

 ℮∟  0.3 0.6 0.5        

 ℮∟  0.5 0.4 1 2 2 2 2 2 2 2 

 0 0 0.2 0.6 2.5 5.5 6.5 6.5 6.5 6.5 

 0 0 5 20 80 200 250 250 250 250 

 ᵓ ה  

 H28 

(2016) 

H29 

(2017) 

H30 

(2018) 

H31 

(2019) 

H32 

(2020) 

H33 

(2021) 

H34 

(2022) 

H35 

(2023)  

H36 

(2024)  

H37 

(2025)  

 2.8 2.8 2.8 2.8 3.2 3.2 3.2 3.2 3.2 3.2 

 ℮∟  0.8 0.9 0.7        

 ℮∟  2 1.9 2.1 2.8 3.2 3.2 3.2 3.2 3.2 3.2 

 0 0.5 1.2 2.5 6.3 9.3 10 10 10 10 

 0 25 55 120 280 400 450 450 450 450 

β 4 3 ─ ≢ ⁹ 

 

(A) ⌐ ∆╢ ─ FMD ≢│⁸ ⅜ ⅛╠◒ꜞ♬♇◒⌐ ⅜∫≡⅔╡⁸

⁸ ─ ╩ ⇔√ ≢ ╩ ⇔≡™ↄ⁹╕√⁸FMD ─ ≢│⌂⅛∫√

╩ ─ ⌐╟╡ ⌐ ⇔≡™ↄ⁹ 

(B) │ ─ KOL ┼─ ╩⇔⁸ ≤ ─ ╩ ╘╢⁹KOL ─ ╩ ⌐⁸

™╕ ⅜ ™ ⌐ ╡ ╗⁹╕√ ⌐ ∂≡ ─ ≢─ ≤⌂╢╟℮ KOL

≤─ ╩ ∆╢↓≤≢ ⇔╛∆™ ≠ↄ╡╩ ℮⁹ 

⌐ ─ ≢ ⌐ ∆╢ ─ FMD ⌐⅔™≡⁸ ─ ≤⌂╢⁸ ⁸ ♪♇◒

⁸◒ꜞ♬♇◒≢│ ─ ╩ ⇔⁸ ─ ⅜ 200 ╩↕╣≡™╢⁹◒

ꜞ♬♇◒╩ ╘ ┼ 3 ─ ⌐ ╩ ∫≡™ↄ⁹ 

─ꜝ▬☿fi☻ ╛ ⁸ ⅝ ⌂≥╩ ╖⁸ │ ╟╡╙ 5 ⇔ ≢ ∆╢⁹

│⁸ ≤ ╩ ╘ │ 6 7 ⅜№╢≤↕╣╢⅜⁸ ⅛╠ FMD ─

⌂≥╩ KOL ╠⅛╠─ ≢⁸ ⇔╛∆ↄ⌂╢ ⁸ ▪☺▪┼╙ ╩│⅛╡⁸

╩ ⇔≡™ↄ⁹ 
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1.5  ⌐ ↑√  

(1)  ⱦ☺Ⱡ☻☻◐כⱶ─  

 1)  ╣ ↑╢√╘─ⱦ☺Ⱡ☻─ò ╖ò   

ᵑ ⌐⅔↑╢ FMD ─  

  ≢│ ─ ↕⁸ ⇔↕⅛╠ FMD ⅜ ↕╣⁸╟╡ ⌂ ┼≤─ ⅜ ╕∫≡™

╢⁹ ≢ ─ ╩ ∫√ ≢ FMD ╩ ≢⅝√ ╩ ⅛⇔⁸ ─

≢⁸FMD ┼─ ─ ╩│⅛╢⁹ 

⌐⁸ ⁸ ─ ⅜ ↕╣≡⅔╡⁸↓─ ⌐ FMD ⅜ ╦╣

╢╟℮⁸ ∆╢ KOL ┼─ ⅝⅛↑≤⁸ ─ ⇔ ⇔⌂≥─ ╩ ℮⁹ 

↓╣╠─ ╩ ∂⁸FMD ╩ ∫√ ─╠⅛ⱶכ♅ ╩ ╛∆↓≤≢⁸FMD

─ ┼─ⱪ꜡☿☻⌐ ╣╢╟℮⌂ ╡╩⇔≡™ↄ⁹ 

 

ᵒ ┼─  

 ≢│  ┼ ∆╢ ≢⁸ ⌂ ╛∕─ ╩ ™⁸

⇔≡™╢ ─ KOL ⅛╠ ─ ┼─ ⅜╡╩ ∫≡™∫√⁹↓─ ╩ ⅛⇔⁸ ─

⌐╟╡ ⌂ ╩ ℮ ≢⁸KOL ╩ →≡ ⅝⁸ ─ ╩ ╛∆↓≤≢⁸ ⅔

╟┘ ─ ⁸ ╩ →≡™ↄ⁹ 

≢│⁸▪☺▪ ⅛╠╙ ↄ─ ⅜ ⁸ ⌐⅝≡⅔╡⁸ ≢─ ╩∕─╕╕

≢ ∆╢ ⅜ ™⁹↓℮⇔√ ╩ ⇔⁸▪☺▪ ≢─ ─√╘─ ⅛╡╩≈ↄ╢⁹ 

 

ᵓ №╢™│Ɽכ♫♩כ ≤─  

 ⌐ ℮◘ⱳ⁸♩כⱷfi♥♫fi☻⁸ ─ ┘ ─ↄ╖ →⌐│⁸ ─☻♃♇ⱨ│

⅛∑⌂™⁹╕√⁸ ⌂ ╩⇔≡™ↄ⌐⅔™≡⁸ ─ ╩ ╢ ≤Ɽכ♫♩כ╩ ╗

│⁸ ⅜ ⅝ↄ⌂™ ⌐│ ⌂ ⌐⌂╢⁹ ∞↑≢⌂ↄ⁸ ─ⱷfi♥♫fi☻⁸

╛ ⌐ ╩ ≢⅝╢╟℮⌂ ⅜ ╢ⱷכ◌ ─ ╩ ⇔⁸ⱦ☺Ⱡ☻ ╩ ╢⁹ 

 

 2)  ⱦ☺Ⱡ☻  
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(2)  ⌐ ↑√  

 1)   

ᵑ  

 2017 1 13 ₈ꜚⱠ◒☻▬כ◄ⱨ 38S₉ ☿fi♃כ 

ᵒ  

 2017 10 10 ₈ꜚⱠ◒☻▬כ◄ⱨ 38S₉ ☿fi♃כ 

 

 2)   

ᵑ ─ ≤ ─ ─√╘─  

A ─ ≢◌ⱨ ⅛╠◌ⱨ ─ ─ ╩ ╢ ╩ ≤⇔√ ⅜№╢⁹ 

     ⌐ ⌂╡⁸⅛≈ ─ ╩╙≈↓≤≢ ⁹ 

B FMD ─√╘─ ╩ ╢ ╩ ⇔ ─ ≤⇔≡™╢⁹ 

C  ─☿fi◦fi◓ ╩ ⇔√ ⁹ 

ᵒ Ⱪꜝ♇◒Ⱳ♇◒☻ ⁸ ה ≤─ ╖ ╦∑ ─Ⱶ♇◒☻  

A  FMD ─ ╩ ⇔√ ≤⇔≡⁸∕─ ≢ ─ ╩ ╢ 

≤⇔√ ≢ ╩ ⇔⁸Ⱪꜝfi♪ ╩ ∫≡™╢⁹ 

ᵓ ה ⅜ ╣√≤⅝─  

A ≢ ⅜ ╗ ⱷכ◌≤─ ≢ ─ ╩ ⁹ 

B ⁸≢≥↓╢∆≥♪כ♄fi♃☻♪ꜟכ◗─ ─ ⸗♦ꜟ─ ≠↑≢≤ 

⌂╢Ⱪꜝfi♪╩ ⁹ 

C ⌂ꜟⱣכ꜡◓ ⌐⅔↑╢ KOL ≤─Ⱡ♇♩꞉כ◒─ ≢⁸ ─ ╩ ⁹ 

 

 3)   

ᵑ ꜞ☻◒─ ≤  

A ⌐⅔↑╢ ─ ─ ≤─ ─  

    ─ ⌐╟╢ ─ ™╩ ⇔⁸ ⁹ 

B ╩ ╛∆↓≤⌐╟╢ ─ ─ ⁹ 

יִ      ─ ⁸ ─ ⁹ 

C ™╛∆↕─ ⁹ 

     ⌐ ╡─ ≤ ─ ⁹ 

ᵒ ⌐ ⌂◄ⱦ♦fi☻  

A ⌐⅔↑╢ ⁸ ⌂≥ ꜞ☻◒ ╩ ♃כ♦╗ ≤ ⁹ 

ᵓ  

A ⁸ ─ ≤⇔≡ ⌐╟╢ FMD ⌐≈™≡─ ⁹ 

 

 4)   

ᵑ ♅ꜗⱠꜟ⁸ ⁸  

A ⌐⅔↑╢ⱦ☺Ⱡ☻Ɽכ♫♩כ ⇔⁹ 

 ⌐⅔™≡♪▬♠ ─ ≤ ⁸ ≢◖fi◘ꜟ ⁸ ⌂≥≢Ⱡ♇♩

꞉כ◒╩ →≡™╢⅜⁸ ≢⅝╢Ɽכ♫♩כ│ ≢│ ⁹ 

ᵒ▪ⱨ♃כ◘כⱦ☻ ⁸ ⱶכ꜠◒⁸  
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A ⱦ☺Ⱡ☻Ɽכ♫♩כ≤ ≢ ╡╩ ⁹ 

A  ◘♥ꜝ▬♩ ⁸ ─ ⱶכ꜠◒⁸ ◦☻♥ⱶ╩ ⁹ 

ᵓQMS ─  

A  ISO13485 ─ ≤ MDR⁸ FDA ┼─ ─√╘─◦☻♥ⱶ ⁹ 

ᵔ ה  

(A)  KOL ⅜ ∆╢ ╩ ⌐⇔√Ⱡ♇♩꞉כ◒ ╡⁹ 

(B)  KOL ≤─ ⌂ ≤ ⌐╟╢ ─ ⁹ 

(C)   

KOL ≤─ ⌐ ≠ↄ ╩ ∫√ ⁹ 

 

 5)  ⌐ ↑√ ≤ ╕≤╘  

 

   

 

ᵑ FDA ╕≢─  

ᵒ ─  

FDA510k ⁸ ╩

∆╢≤ ─ ≤⌂╢√╘⁸

ⱴⱠ☺ⱷfi♩◦☻♥ⱶ⌂≥╩╟╡

⌐ ⅎ℮╢⁹ 

ᵓ MDR ⌐ ↑√  

ᵑ ◖fi◘ꜟ─▪♪Ᵽ▬◙כ  

ᵒ ⱴⱠ☺ⱷfi♩◦☻♥ⱶ─  

ᵓ ⌐ ─♃כ♦ ⅜ ╘╠╣╢√╘⁸

⌐⅔↑╢ ♃כ♦ ≤ ╡ 

 

 

ᵑ ♦כ♃  

ᵒ ─ ♃▬Ⱶfi◓ 

 

ᵑ ─ ⌐ ℮ 

ᵒ  

KOL ─ ≤ ⇔√ ≢ ╩

╢ 

 

 

ᵑ ─ ┼─  

ᵒ ─  

 

ᵑ ⱨ꜡כ▪♇ⱪ⌐╟╢  

ᵒ ─ ⁸ ⌐ ℮ ─Ᵽꜝ≈

⅝⌂≥ ┼─ ╩ ⁸ ┼─ⱨ

 ◒♇Ᵽ♪כ▫

 

ᵑ ◓꜡כⱣꜟ  ♥ⱷfiה☻ⱦכ◘─

ᵒ ─  

 

ᵑ ⱦ☺Ⱡ☻Ɽכ♫♩כ ⅔╟┘

⁸ ▬fi☻♩ꜝ◒◦ꜛfi ─  

ᵒ ⱦ☺Ⱡ☻Ɽכ♫♩כ─ ╩ →╢√╘

─ 2 ≤─  
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1.6  29 ─  

(1)  ─  

28 ⌐⅔™≡│⁸ ─ ╩╟╡ ↄ─ ≢ ꜟⱣכ꜡◓℮⁸╟╢⅝≢ ─⌂⅛≢ ⅝ↄ ∆╢ ↑⌐

FMD ─ ╩ ╘⁸ ─ ╩≈↑╢⁹ ⇔≡⁸ ≤⇔≡─ ╩ ≡™ↄ√╘⌐⁸FMD ─ KOL(Key 

Opinion Leader) ─╙≤⁸ ⌐≡ FMD ⌐⅔™≡╙ ─ FMD ≤ ─ ⅜ ↕╣⁸ ⅜ ─ FMD ≤

∆╢↓≤╩ ∆╢↓≤≢⁸ ≤ ⌂ ≢№╢↓≤╩ ∆╢⁹ ⅎ≡⁸ ⌐⅔™≡⁸ ⅛╠ ⇔≡™╢ ⌐ ⌂

╩ ⌐ ≢ ↓↕∑╢ ─ ⌐≈™≡⁸ ╩ ⅔╟┘ ⌐╟╡ ⇔⁸ ─ ╩ ∆╢⁹ 

╢∆≥♩♇◕כ♃⁸ ≢─ ╩ ╢√╘⁸╕∏│ ─ ⌐⅔↑╢ FMD ─ ╩ ℮ KOL(Key Opinion Leader)

─ ╩ ⇔⁸∕─ ╩ ∆╢⁹ 

 

(2)  ╕≢⌐ ∆╢ ─  

  

UNEX EF18S( ) 15 ≢№∫√ FMD ╩ 3 ≢ ↕∑╢  

 

(3)  29 ─ ─ ≤ ∆═⅝  

29   ≢─ ╩ ╗ ה   ∆═⅝  

1) ─ ─√╘─  

28 ⌐ ⇔√ ╛⁸

⅛╠ ╠╣√ ─ⱨ▫כ♪Ᵽ♇◒⁸⌂╠┘

⌐ ≢ ⇔√ ♃כ♦ ┼─

╩ ∆⁹ ≤ ⇔⁸ ⌐⅔™

≡ ⅜ ⌐ ∆╢ ⅜ ╠╣

√⁹ 

≤⇔≡₈ ⌐⅔↑╢ ─

─ ₉⁸₈ ⌐⅔↑╢◌ⱨ

─ ─ ₉≤™℮ ╩ ⇔⁸

≢ ↕╣╢ ≤∕─

╩╙≤⌐⁸ ⌐ ∂≡™╢ ╩ ╠⅛⌐

∆╢⁹ 

⌐│⁸ ⌐⅔↑╢ ─

 

ₒ 90 ₃ₓ 

⇔√ FMD ⌐≈™≡⁸

⌂≥≢ ↕╣╢ ≤─ ⅔⌐♃כ♦

↑╢ ─ │№╢⅜⁸ ─ ╛ ⌂

≥⁸ ⌂ │ √⇔≡™╢≤ ⅎ⁸ ⌐⅔↑

╢ ╩ 2017

1 13 ⌐≡⁸ ☿fi♃כ┼

⇔√⁹ ⁸☿fi♃כ⅛╠─ ⁸ ┼─

⁸ ⌂≥─ ─ ╩⇔⌂⅜╠⁸

╩ ∫≡™╢⁹ 

⌐≈™≡│ ╟╡⁸ ─

│ ∞↑≢⌂ↄ⁸ ⌂ ⅜ ⌐│

≤─▪♪Ᵽ▬☻╩™√∞⅝⁸ ─◖

fi◘ꜟ♃fi♩─ ╩ ♃כ♦⁸↑ ╛ⱨ▫ꜟ♃

 

 

╛ ⌂≥≢ ⇔√

╛⁸ ╛ ⅜№∫√ ⁸ ⌐

∆╢▪▬♦▪╩ⱨ▫כ♪Ᵽ♇◒⇔⌂⅜╠╟╡

─ ⌐№∫√ ╩ ⅎ≡™ↄ⁹╕

√⁸ ─ ╩ ⁸ ⅛

╠ ↕╣╢ ╛ ╩ ∂≡⁸ ─

KOL ⌐╙ ╩⇔≡╙╠™⌂⅜╠⁸ ⌐ ∆

╢ ╩⇔≡™ↄ⁹ 
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29   ≢─ ╩ ╗ ה   ∆═⅝  

─ ─ ╛⁸ ⌐⅔

↑╢◌ⱨ ─▪ꜟ◗ꜞ☼ⱶ╩ ∆╢↓

≤⌐╟╡⁸ ─ ╩ ∆╢⁹

≢ ─Ᵽꜝ≈⅝≤⇔≡ ↕╣≡™╢

╩╙≤⌐⁸2≈─ ≤

≢─ ─ ⅜%FMD ≢ 2 ╩

⌐ ─ ╩ ∆╢⁹ 

↕╠⌐⁸ ⅛≥℮⅛─ ╩╟╡ ⌐∆

╢√╘⁸ ≤⌂╢ ⱪ꜡כⱩ

≤ ─ ⌐╟╢ ─

╩⁸ ▪ꜟ◗ꜞ☼ⱶ─ ⌂≥⌐╟╡

℮⁹ 

╕√⁸ ⌐⅔™≡ ה ⇔≡

™╢ ─√╘─ ╩

⌐╙ ⇔⁸∕─ ╩ ∆╢⁹

⇔√ │ 29 ⌐ √⌐ 4

∆╢⁹ ⌐⅔↑╢

─ ⌐ 1 ⁸ ╗

≢─ ╩ ╢√╘ ≤⇔≡ 1 ╩ ∆╢⁹

╕√⁸ ╛ ⌐ ∆╢√╘─

2 ╩ ∆╢⁹ │ FDA

⌐ ∆╢⁹ 

 ⱴ▬ꜟ☻♩כfi  

  29 8   4   

  30 3  FDA  

ꜞfi◓─ ⌂╠┘⌐⁸♦☺♃ꜟ♦Ᵽ▬☻─ ™

╛∕─ ⌐⅔↑╢ ╩ ™⁸ ╩ ╢ ⅜≢

⅝√⁹ 

ⱴכ◔♥▫fi◓ ⅛╠─ ≢ ─ ⅜≢

ꜟⱩכ♥⌐℮╟╢⅝ ╡⌐ ╩ ⅎ╢⁹ 

ⱪ꜡כⱩ≤ ─ ─√╘─◕ꜟ⌐ ╦╢

⅛╠ ↕╣≡™╢◕ꜟⱤ♇♩─ ⇔⁸ ╩

≢⅝⁸ ╣╛∆™◕ꜟ≢│⌂ↄ ⇔ ≢⌠╠∆

≢ ⅜ ≤⌂╡⁸╟╡ ™╛∆ↄ⌂∫√⁹

┼─ │╒≤╪≥⌂™↓≤╩ ≢⅝√⁹ 

⌐⅔↑╢ ⌐⅔™≡⁸ⱪ꜡כⱩ

─ ⌐╦∏⅛⌂ ⅜ ∂≡™╢ ⅜ ⇔⁸

╩ ⇔√⁹ │ ⅜ ⅜∫≡™╢ ≤

⇔√⁹ ⌐ ─ ⇔≈↑─ ⌐⁸

─ ≢╦∏⅛⌂ ⅜≢⅝⁸↓─ ≢ ╩⇔

≡™╢ ⅜╦⅛╡⁸ ╩ ⌐∆╢ ╩

ⅎ╢↓≤≢ ╩ ⇔√⁹ 

∂ↄ ─ ╩ ⅎ╢↓≤≢⁸ ⌐╙≈

⌂⅜╢↓≤⅜╦⅛╡⁸ ─ ╩ ╢√╘─

╩ ™⁸ ╩ ∫√⁹ 

2) FMD ─  

FMD ≤ FMD ≤─

28 ⌐⅔™≡⁸ ─♦

⌐♃כ ⌐ ╠╣√⁹∕↓≢⁸

≤ꜚⱠ◒☻⅜ ⇔≡ ⅜ ∂⌂™╟℮⌂

 

ₒ 80 ₃ₓ 

⌐⅔™≡ FMD ≤

FMD כⱣכ○☻꜡◒╩ ⌐╟╢

╩ ∫√⁹ ≤⇔≡ ╩ ⇔√⁹ 

 

 

 

≢─ ♃כ♦⌐╠↕⁸│≡™⅔⌐

╩ ╩☻כⱬ♃כ♦⁸≡⇔╛ ⇔≡™ↄ↓≤

╙ ≢№╡⁸ ♃כ♦─≢ ⅜ ╕

╣≡™╢⁹↓─√╘⁸ ─ ⌐╟╢ ─Ᵽ
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29   ≢─ ╩ ╗ ה   ∆═⅝  

╩ ╖ ╪∞ ╩ ⅜ ⇔⁸

─ ╩ ⇔≡™ↄ⁹ 

⅜ ∂⌂™╟℮⌂ ╩ ╖ ╪∞

⌐≡ ≤ ⌂ ⅜ ╠╣╢↓≤╩

⇔√ ⁸ ─ ╩ ≢⅝╢◄

ⱦ♦fi☻♦כ♃╩ ≢ ∆╢⁹

─ │ ─ ⅜ ℮⁹

⌐│⁸ │ ≤⌂╢ ⁸

⌂≥─ 60 ╩ ╘╢⁹╕√⁸Ⱳꜝ

fi♥▫▪─ ╙♃כ♦ ╘⁸ ♃כ♦

≤ ╦∑≡ ─ ╩ ∆╢꜠ⱳ

╩♩כ ∆╢⁹ 

ꜚⱠ◒☻│⁸ ≢ ≠ↄ╡╩⇔√ ⌐

⅔™≡ ⌂ ─ ╩ ∆╢⁹

⌐│⁸ ⌂≥┼─ ⁸ ─

⌂≥≢ ⇔⁸ ⌐ ↑√ ╩

℮≤≤╙⌐⁸ ─ ╩ ℮⁹ 

⌂⅔⁸ ─ ⌐ ⇔≡│⁸ ─

⌐╟∫≡ ∂≡™⌂™⅛≥℮⅛╙ ⁸ꜚ

Ⱡ◒☻⅜ ≢ ∆╢⁹∕─√╘⁸

─ ─ꜞ☻◒ ╛⁸ ∆╢Ᵽ

▬○ⱴכ◌⌂≥⌐ ⇔≡╙ ╩ ℮⁹ 

(ⱴ▬ꜟ☻♩כfi) 

 30 3  ꜠ⱳכ♩ 

 ≤─  

ᵑ ─⁸ ⁸ ⁸ ⁸

⌂≥─ ꜞ☻◒╩ ∆╢ ⁸

╩ ⇔≡™╢ ⁹ 

ᵒ ⁸ ─ ⅜ 20 ─

⁹ 

ᵓ ─ ⌐ ⇔≡ ⅜ ≢ ╠╣╢ ⁹ 

ᵔ ⌐ ⌐ ≢⅝╢≤ ⅜ ⇔√

⁹ 

 

≤ ≤─ ⌐⅔↑╢

≢│⁸ ≢─ ⅜ ↕╣√⁹√∞⇔⁸

╟╡╙ ⌐ ╘⌐≢╢ ╛⁸ ╘⌐

╢ ─ ─ ╙♃כ♦ ╠╣╢↓≤⅜ ∫

√⁹ ≤⇔≡ ⅎ╠╣╢↓≤╩ ⇔√⁹ 

≤⇔≡⁸ ≤ ⌐⅔↑╢ ─ ™

⌐╟╡⁸ ╛ ─ ─ ⅜

ⅎ╠╣√√╘⁸ ─ ⌐≈™≡ ─

⌐ⱨ▫כ♪Ᵽ♇◒╩⅛↑√⁹ 

╩ ⅎ√ ╩♃כ♦ ⇔ ⅎ⁸ ≤

≢─ ⅜ ╢ ⌐≈™≡⁸ ∆

╢ ≤⇔√⁹ 

 

⌐ ∆╢ ╩ ⁸ꜚⱠ◒

☻─ ╩╙≤╘ ⁸ ≤∆╢√╘─

╩⅔↓⌂∫√⁹ 

 

≤ ⌐≡ ╩ ⁸

⌐ ⁹ 

⌐⅔↑╢ ⌐≈™≡│ ᵔ╩ ⁹ 

ꜝ≈⅝╩ ↑╢√╘⌐╙⁸ ─ ⌂≥

─ ⌐⌂╢ ─ ╩ ↑╢√╘⌐⁸

╩ ↕∑⁸ ─

Ᵽꜝ♠◐─ ╩ ∫≡™ↄ⁹ 

3) ─ ─ ≤   ₒ 90 ₃ₓ   
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29   ≢─ ╩ ╗ ה   ∆═⅝  

₈ ─ ─√╘─ ₉≢─

⌐≈™≡│⁸ꜚⱠ◒☻─

╩ⱬכ☻⌐ ≢ ∆╢

⌐≈™≡─ ╩ ∆╢⁹ ⌐№√∫

≡│⁸ ⅜ ╖─

╩ ™⁸ ∆╢ ┼─

╛ ⅜ ⌐ ↕╣╢ ≢◌ⱨ

↔≤─ ─ ╩ ∆

╢⁹∕⇔≡⁸ ≤ ─ FMD ⅜

≢╙ ╠╣╢ ─

╩ ∆╢⁹ 

─ ⅛╠⁸FMD ╩ ⇔≡™╢

╩ ╠⅛⌐⇔≡ ─ ╩ ℮⁹ 

 (ⱴ▬ꜟ☻♩כfi) 

30 3  ─ ⌐≈™≡─

꜠ⱳכ♩ 

 

 

⌐⅔↑╢ ⌐⅔™≡⁸ ⁸

≤™∫√ ┼─ ─ ⌐ ⌂ Ɽ

ꜝⱷכ♃─ ╩ ≈↑╢ ╩ ⇔√⁹

⌐⅔™≡│⁸ ⅜ ה ⇔√⁸

⌂ ≢ ─ ╩ ≢

═╢↓≤⅜≢⅝╢ ╩ ™⁸ ─ ╩

ⅎ√≤⅝─ ─ ╩ ⇔⁸ ⇔√⁹

─ ╩ ⌐ ╣⁸ ─ ╩

↕∑√⁹ │ ╩ ⇔≡™╢

≤⁸∕─ ⌐ ╩ ∆╢ ─ 2≈╩

Ɽꜝⱷ⁹√⇔≥♃כ 

≢│ ─ ≤⇔≡⁸ ╟╡

╙ ™ ≢ ╩ ⇔ ⇔√ ⁸ ─

≢ ╩ →╢⁹ ∆╢Ɽꜝⱷכ♃─ ╩

⇔√⁹ K ≤⁸ T ─ FMD

⌐⅔↑╢ ⌐≈™≡⁸2 ≈─Ɽꜝⱷכ♃ K ⅔╟

┘ T ╩ ↕∑⁸ ⌐╟╢ ≤ ⇔⌂⅜

╠ ╩ ∫√⁹ 

∂ ⌐⅔™≡⁸ ╩ ↄ∆╢⌐ ™⁸

FMD ⅜ ↄ⌂╢⁹ │ ⌐ ℮⁸

─ ≢─ ─ ⌐╟╢

─ ─ ─ ≢№╢⁹ ≤ ⌂

╩ ╢ ╩ ⇔√⁹ 

⁸ ╩ ℮⅜⁸ ╕≢─

╩ 00 ⅛╠ 120 ⌐ ↕∑√ ─ ⌐

⅔↑╢ FMD ╩ ═√⁹ ─ ⅜ ⌐ ╢

⌐⅔™≡⁸ ™∏╡ ⅜ ⌐ ╦╢⅜⁸

─ ─ ─ ⅜⌂ↄ⌂╢≤⁸ ⅜

╦╢√╘⁸↓─ ─ ⅝↕≤ ─ ⅜

⇔≡™╢≤ ⅎ⁸ ╦∑≡ ⇔ ⇔√⁹ 

⇔√ ≢ ─ ≤∏╡ ─

╩ ♃כ♦⌐╠↕⁸╡⌂⌐℮╟╢⅝≢ ╩

╛⇔⌂⅜╠⁸∏╡ ⌐╟╢ ≤

─ ╩ ⌐ ⇔⌂⅜╠⁸

≢ ⅎ╢ ─◖fi♩꜡כꜟ⌐≈™

≡↕╠⌐ ╩ ╘⁸╟╡ ─ ™

╩↕←╢⁹ 
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29   ≢─ ╩ ╗ ה   ∆═⅝  

─ ⌂ ╩ ╕ⅎ⁸ ╩ ⇔⁸

⌐ ⇔√⁹ 

 

╕√⁸∏╡ ⅜≥─ ⌐ ≤⇔≡ ∆╢⅛╩

═╢√╘⌐ ─╟℮⌂ ≤ ╩ ∫√⁹ 

ᵑ ╩ⱬכ☻ ╩ ↕∑√ ─

⌐≈™≡ ╩  

ᵒ ⌐⅔↑╢∏╡ ≤ ─ ⌐

≈™≡  

∏╡ ─ ⅜ ⌐⌂╢≤ ⅎ╠╣╢⅜⁸∕

─ AUC ≤ ≤™∏╣╙ ─

≤─ ⅜╖╠╣╢⁹ 

⅛╠ ⇔√ ─ │⁸ ─ ─ 50% ╕

≢│ ╩ ∟ ∆╢⅜⁸∕─ │ ⅜⅛╦

╠∏ ⌐ ⇔⁸ ∆╢⁹ ⌐⌂∫√

─ │⁸ ≢ ∆╢ ≤

│ ⌂╢≤╙ ⅎ╠╣⁸ ⌂≥ ⌂ ≢

╙ ∆╢↓≤⌐⇔√⁹ 

⌐╟╢ ─ ⅜ ⌂ │⁸ ─

⅜ ↕ↄ ╙ ⌂ↄ⌂╡⁸ ╙ ↕ↄ⌂╢

↓≤⅛╠⁸ ─ ≤⇔≡⁸ ⌂ ⅜

→╠╣√⁹↓╣⌐≈™≡⁸ ─ ╛⁸◌ⱨ

─№√╡ ─ ≢⁸ ⇔√⁹ ⁸

≤ ─ ⅛╠⁸ ≤⁸

⌐⅔↑╢ ─ ⌐≈™≡ ╩

∫√⁹ ⅎ≡⁸ ─ ─ ╩

═╢√╘⌐ ─ ⌂ ╩ ⇔⁸

─◌ⱨ ─ ─ ╩ ⇔ ⇔√⁹ 

─ ⅛╠ ⅜ ⇔╛∆™ ╩ ⇔

√⁹ 
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29   ≢─ ╩ ╗ ה   ∆═⅝  

12 Ᵽ▬○◄fi☺♬▪ꜞfi◓

≢ ─ ╩ ≤⇔⁸ ╩

⇔√⁹ 

4) KOL ≤Ɽכ♫♩כ

 

≤ꜚⱠ◒☻│⁸ 28 ─

KOL ≤─ ╩ ⅛╡⌐⁸FMD

─ ≢ ∆╢ ╛ KOL⁸ ⌂

≥≤◖fi♃◒♩⇔⁸FMD ╩ ∆╢

≤─ ╩ ∫≡™ↄ⁹ꜚⱠ◒☻│

≤⇔≡ ≢ ∫√ FMD

─ ⌂ ─ ╩ ╡⁸KOL ≤─

≠ↄ╡╩ ╘╢⁹ │ KOL ≤─

⁸KOL ⅜ ╩ ∆╢ ─

⁸ ─ ⅝≢ KOL ≤─ ≠ↄ╡

╩ ℮⁹ 

⌐⅔↑╢ KOL ≤─◖fi♃◒♩ ≤⇔

≡⁸5 ⌐│ North American Artery ⁸

─ KOL ─ ⅜╡≢ √☻♃fiⱨ◊כ♪

≢─ FMD ─ ⁸6 ⌐│ Society 

of Vascular Medicine ⌐⅔↑╢Ⱳ☻♩fi

─Ɫfi☼○fi ≢─ FMD

─ ≢ ╩ →╢⁹ │⁸

⁸ ≢ ╩ ⇔√ ≤─◖fi♃◒

♩╩ ⇔⁸ ─ ⌂≥≢⁸Ⱡ♇♩꞉כ

◒┼─ ╡ ╖╩ ╖≡™ↄ⁹ 

⌐⅔↑╢ KOL ≤─ⱷ▬fi⌂◖fi♃◒♩

≤⇔≡⁸9 כ◗☻ꜝ◓│⌐ ⅜

≤⌂╢ ┼─ ⌐╟╡

╩ →╢⁹10 ⌐│ Artery ⌐ ⇔⁸∆≢

 

ₒ 90 ₃ₓ 

╩ ╗▪☺▪ ≢ ↕╣╢ Pulse of Asia⁸

╩ ≤⇔√ North American Artery ⁸ ╩ 

≤⇔√ Artery ⁸≤™℮ √⇔⌐ⱴכ♥╩

3≈─ ╩ KOL ─ⱢⱩ ≤⇔≡ ⅎ⁸∕─

≢─ ╩ ꜟⱣכ꜡◓⁸™ ─√╘─

Ⱡ♇♩꞉כ◒ ╡╩ ╖√⁹ 

≢─ ─ ≤ KOL ≤─◖fi♃◒♩

╩ ⇔√ ⁸ ≢ ⌐⌂╢ KOL ╙ ≡⅝

√⁹ FMD ⅜⁸ ─√╘─ ≤⇔

≡ ↕╣⁸ ⅜ ↕╣ ╘≡™╢⁹╕√⁸

─ ≢─ ⌂≥╙ ↕╣╢ ╙№

╡⁸ ─ ◖Ⱶ⁸ ≢ ⅜№⅜╢

↓≤╩ ⇔≡™╢⁹ ─ │⁸ ╩ ⅎ√

⅜ ╪≢№╡ ⅜╡⅜ ↄ⁸Ⱡ♇♩꞉כ◒

⅜ ╡╛∆™ ╩ ∫√⁹ 

 

ᵑ  

⁸ ⌐⅔↑╢◖fi♁כ◦▪ⱶ─

⁸⌂╠┘⌐ ⅜ ↄ ≡⅝≡™╢ ╩

⇔≡™⅝⁸ ⌐ ⅛╠ ╩ ♩♇◕כ♃⌂

≤⇔√⁹North American Artery ─ ⅜

◦◌◗≢ ↕╣⁸ ⌂╢ ⅜ ╕╡╛∆™

≤⌂∫≡™╢⁹ 

─ FMD ●▬♪ꜝ▬fi ─ⱷfiⱣכ

─ ≢№╢Ⱳ☻♩fi ╟╡⁸ ≢ ⇔

≡™╢ ─Ɫfi☼○fi☿Ⱶ♫כ⌐

 

 

≢│Ɽכ♫♩כ≤ ⌐⁸Artery ⁸♪▬♠

─ ⁸♪▬♠ Cardiovascular Research 

Center⁸ NHS ⁸

≢─ ⅜╡╩ ⇔⌂⅜╠⁸ ≤⌂╢

KOL ─Ⱡ♇♩꞉כ◒╩ ⇔≡™ↄ⁹╕√

≤ ∆╢↓≤≢⁸ ≢─ FMD ┼─

╩ ╘╢≤≤╙⌐⁸ כ◗

ꜟ♪☻♃fi♄כ♪≤⇔≡─ FMD ─

⅜↕╣╢╟℮⁸ ╩ ∫≡™ↄ⁹ 

⌐ ⇔⁸Ɽכ♫♩כ ⇔≢│ ╣⅜№╢

⌐≈™≡│⁸◖fi◘ꜟ⌂≥─ ╩ ╡

⌂⅜╠⁸ ⌐ⱦ☺Ⱡ☻Ɽכ♫♩כ╩ ≈↑╢⁹

│ ⇔™≤ ╦╣╢ ⁸ ⌂╢ KOL

⅜ ∆╢ ≢─ ⅜≢⅝╢Ɽכ♩

כ♫ ⇔╩╕∏ ↕∑╢⁹ 

≢│North American Artery ╩ ⌐

≢≈⌂⅜╢ ╩ ╢⅜⁸ KOL ─

⅜╡│ ↄ⌂ↄ⁸╗⇔╤ ≤∆╢ ≤─

⅜╡⅜ ™╟℮⌐ ∂╠╣╢⁹ ⌐⅔↑╢

─Ⱡ♇♩꞉כ◒⅛╠ ┼ ⇔╩⇔≡╙

╠℮─╙ ≈─ ⌂ꜟⱣכ꜡◓⁸⇔≥

╡╩ ∫≡™ↄ⁹ 

⌐≈™≡│ ⌐ ⅜ ∆╢⁹

│ MDD ⅛╠ MDR ⌐ ╡ ╦∫≡⅔╡⁸

─Ɫכ♪ꜟ│ ↄ⌂∫≡™╢⁹ ≤∆╢

FMD ╩≈⅛∫≡─ ⌐⅔↑╢
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⌐ ⅜≢⅝√ ≤─ ╩ ╘⁸

⌐⅔↑╢ ≤⇔≡™ↄ⁹╕√⁸◓ꜝ

כ◗☻ ⌐ ∆╢ ≤

─◖fi♃◒♩⁸○♇◒☻ⱨ◊כ♪

⌐ ∆╢ ≤─◖fi♃◒♩╩

╡⌂⅜╠⁸ ⅛╠─ ⌂≥⌐

▪ⱪ꜡⁸⇔♅כⱠ♇♩꞉כ◒ ╩│⅛

╢⁹ 

≢│ ╩ ⅎ√ ─ ⅜╡⅜ ™

⌐◒כⱣꜟ⌂Ⱡ♇♩꞉כ꜡◓╘√ ⇔╛∆

ↄ⁸ ⌂ꜟⱣכ꜡◓╠⅛ FMD ╩

⇔≡™ↄ⁹ ⌐ ⅛╠ ⁸

┼─ ╩ ⅎ≡™╢ KOL  

(Key Opinion Leader) ╩ ∆╢≤≤╙⌐⁸

╠╩ ≤∆╢ ╩

↕∑╢⁹ 

⁸KOL ─Ⱡ♇♩꞉כ◒ ⅜ ╘⌂⅜

╠⁸ꜚ Ⱡ◒☻│ ≤ ⇔ KOL ╩ ∂

↓─ ⌐ ─ ™ ⌂≥≤─◖fi♃◒

♩╩ ╢≤≤╙⌐⁸ │◖fi◘ꜟ⌂≥

╩ ⇔⁸Ɽכ♫♩כ ⇔╩ ™⁸

⌐ꜟⱣכ꜡◓╩ →╢√╘─ ╩

∫≡™ↄ⁹ 

 (ⱴ▬ꜟ☻♩כfi) 

30 3  KOL Ⱡ♇♩꞉כ◒⅔╟┘

⌐ ∆╢꜠ⱳכ♩ 

≡⁸FMD ╩ ⇔√™≤─○ⱨ□כ╩

↑⁸ ⇔√ ⌐⁸ ─ ╩

≢⁸↓╣╕≢─ FMD ─ ⇔↕╛ ↕⁸

─⅛⅛╡ ⌂≥⅜⁸ ≤⇔≡◖fiⱤ◒♩⌐╕

≤╕╡⁸ ─ ╩ 1 ─ ≢⁸ ⅛≈⁸

ꜞ▪ꜟ♃▬ⱶ⌐ ≢⅝╢↓≤╩▪Ⱨכꜟ≢⅝╢

≤⌂∫√⁹ 

╕√⁸ FDA ≢│⁸ ⌐╟╢

▬ⱬfi♩ ─ ╩ ⌐⁸ ─

⌐⅔™≡│⁸ ꜞ☻◒─ ╩ ∆╢↓

≤╩ ⇔√●▬♄fi☻╩ 2008 ⅛╠ ↑⁸∆═

≡─ ⌐ ⇔≡↓─ ╩ ⇔≡™

╢⁹ ≢│⁸ ─ ≢╙ ∂↓≤⅜ ↕╣

≡™╢⁹FMD │ ꜞ☻◒ ─ ™

≤↕╣≡™╢⅜⁸∕─ ─ ⇔↕⌐╟╢

⌂≥⅜№╢≤↕╣⁸ ⌐ ↕╣≡™⌂

™⁹ ≢ כ♄fi♃☻♪ꜟכ◗≡™⅔⌐

♪⌂ ≤⇔≡ ↕╣≡™╢ FMD

⅜⁸↓─ ╩ ∂ ↕╣⁸ ⅜ ⅎ∕─

⅜ ≡ↄ╣┌⁸ ⅝⌂ ─◐♇◌◔⌐⌂

╢⁹ 

⁸ ≢ ⅜ ↕╣╢⌐│⁸

⅜ ∆╢ CPT ⌐♪כ◖ ↕╣╢ ⅜

№╢⁹ ↕╣√ CPT ─♪כ◖ ⌐≈™≡⁸

─ⱪכꜟ◓ ╛ ⁸≢♃כ♦ ≤⇔≡─

╩ ↕╣√─∟⌐⁸ ─ ≢

⅜ ╘╠╣╢⁹ ⌐≈™≡│ ⁸

CPT │♪כ◖ ↕╣≡™╢⅜ ─ ≢№

╡⁸ ⅜ ╘╠╣╢╟℮⌐⌂╢√╘⌐╙⁸

≢⁸ ⌐ KOL ╛ ∆╢ ⌂≥─▪◌♦

♃כ♦ ⅜ ≢ ↕╣√≤↓╤≢

№╢⅜⁸↓╣╠─ ⌐ ≠ↄ⁸ ≢─ FMD

─ ╛⁸ ≢─ ⌂≥─

⌂≥─◄ⱦ♦fi☻⅜ ─ ⌐│ ≤⌂∫

≡™╢⁹ ≢│ 20 ⌐╟╢

≢ ⅜ ↕╣≡™╢⅜⁸ ≤─ ⌂

≥╩ ╦╣≡⅔╡⁸ ─ ─ ⅜

√╣≡™╢⁹ 

≢│ⱬfi♅ꜗכ ╩ ⌐⁸ ╩

∫√ ⌂ ─ ⅜

╦╣≡⅔╡⁸ ╩™∟ ↄ KOL ⌐

↕∑≡⅔ↄ↓≤╙⁸↓─ ≢─▬♬◦▪♅Ⱪ

╩≤╢√╘⌐ ≢№╢⁹ 

↓╣╠╩ ╖⁸ ≢│ FMD ─◄ⱦ♦fi

☻ ╡⁸ ≢│Ⱪꜝfi♪ ╡─ ≤⇔≡™ↄ⁹ 
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Ⱶכꜟ◓כⱪ─ ╩ ↄ ≡⅔ↄ ⅜№╢⁹ 

◖fi◘ꜟ╩ ∂⁸Dr.  Fogarty ⅜ ↕╣≡™╢

▬fi◐ꜙⱬכ◦ꜛfi☿fi♃כ⌐≡ⱷfi♃כ╠

⁸ ⌂≥ ≤♦▫◌♇◦ꜛfi╩ ⇔⁸

⌐⅔↑╢ ╛⁸ ⌐≈™≡─▪♪

Ᵽ▬☻╩ ↑╢⁹ ╕≢─ ╩ ⅎ╢≤⁸

⁸◘ⱪꜞⱷfi♩ ≢ ↕∑╢─⅜ ≤

╙ ╦╣╢⁹ ─ │⁸ ≢─ ╟

╡╙⁸ ⁸ⱷfi♥♫fi☻⁸ ⌂≥⌐╟╡

⌂ ⅜ ╣╢ ⅜⌂™≤♦▫☻♩ꜞⱦꜙכ♃

ↄ™⁹⌐⅝≈│כ ⌐╟∫≡ꜝ▬☿fi☻ ⁸

OEM ⌂≥╙ ≤⇔≡№╢≤▪♪Ᵽ▬☻ ↑╢⁹ 

─№╢♦▫☻♩ꜞⱦꜙכ♃כ╩ ⇔≡

╙╠ⅎ╢╟℮ ╩ ∆╢⁹ 

◖fi◘ꜟ╟╡ ™√∞™√

╩ ∂⁸ ⌐⅔↑╢ ♦▫☻♩ꜞⱦꜙכ♃כ

╩ ⁸ ─ ╩ →╢ ⁸ ≠ↄ╡╩⅔

↓⌂∫≡™╢⁹ 

            

ᵒ  

≢ ╢∆≥♩♇◕כ♃─ ≤ ⌐⅔™≡

╩ ∫√⁹ 

▬♃ꜞ▪│╙∫≤╙ ⅜ ╪≢№╢⅜⁸ ⌐

ⅎ╠╣≡™╢⁹ⱨꜝfi☻╙ ™≡ ≤⇔≡ ⅎ≡

™╢⁹ 

│ AHSN (Academic Health Science Network) 

≤™℮ 15 ⌐ ↑ ↕╣√ ─√╘

─ ╩ ╪≢⅔╡⁸∕╣∙╣─ ≢

╡ ╩ⱴכ♥╖ ∫≡™╢⁹ ⌐ ⇔≡

│╒≤╪≥ ⅜ ⌐⇔≡™╢⁹ ─ KOL
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╩ 3≈─ Ⱨfi◓⅜≢⅝√⁹כꜟ◓≢ ⅛╠

│ ⌐ ─ ╩⇔≡⅔╡⁸↓↓⌐│ ─

╙ ╕╣⁸ ⌐ ┼─ ™≡⇔⌐ⱴכ♥╩

╢⁹ ≢│ ─ ⅜↕╣≡™╢⁹

│ ─ ⅜ ≢⁸ ≤─ ⅜╡╙

ↄ⌂∫≡ↄ╢⁹ ≢│○ꜝfi♄⌐⅔™≡

ⱷכ◌╩☻ⱳfi◘⁸≡⇔⌐כ ─

┼─ ⅜ ╪⌐ ↕╣≡™╢⅜⁸FMD

⌐ ⇔≡│▬♃ꜞ▪─ ⌐ ╩ ⅎ

╠╣≡™╢⁹ ⅛╠▪ⱪ꜡כ♅╩⅛↑╢ ╣⅜

№╢≤ ⅎ≡™╢⁹♪▬♠│ ⱷכ◌⅜☻ⱳ

fi◘⁸╡№≢כ ⅜ ≢ ─♃כ♦

╩ ∫≡™╢⁹↓─√╘⁸ ⅜ ⌐ ≡↓⌂

™√╘⁸KOL ┼─▪ⱪ꜡כ♅⌐│ ∆╢⅜⁸

◖fi♃◒♩≢⅝√ KOL ⅛╠─ ⅜ ↕╣╢⁹ 

─ │ 2009 2012 ─ ⌐⁸

│ 12 ⅎ⁸↓╣⌐ ℮ ⅜ 40 ⅎ⁸∕─

⁸ ⅜ 50 ⇔⌐⌂∫≡⅔╡⁸

─ ⅜ ╘╢≤↕╣≡™╢⁹ ⌐ ─

╩ ╢√╘⌐⁸ ─ ⁸ ─

⌐⁸™ↄ≈⅛─ⱨ□fi♪ⱪ꜡◓ꜝⱶ╩ ↑⁸ ⇔

⌂⅜╠ ╪≢™╢⁹ ─ ╙⁸ ⌐

─ ⌐≈⌂⅜╢≤ ≢⅝╣┌⁸ ↕

╣╢ ⌐⌂∫≡™╢⁹ FMD ╩ ™

│∂╘√○♇◒☻ⱨ◊כ♪ ─ ╙⁸ ─

─ ⱴ⌐⇔√╙─≢№╡⁸כ♥╩ ™ ⅜

╠╣╣┌⁸NHS ─⌂⅛≢ ↕╣╢ ⅜ ╕╣

╢⁹ 

─ EU ─ ⌐≈™≡│⁸╕∞⁸ ≢│

⌂™⅜⁸ ⅜ ╦╠⌂™≤⇔≡╙⁸ 
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EUה ≤ ≢─ ⌂ ─  

ה ─  

⌂≥⅜ ≡ↄ╢≤─ ╙№╡⁸ ─

⌂ Ⱡ♇♩꞉כ◒─ ⁸ ⌐╕√⅜╢↓≤

⅜≢⅝╢Ɽכ♫♩כ ─ ╙ ⌐⌂╢⁹ 

│ 3 ─ ⅜№╢≤↕╣╢⁹

♪▬♠ ─ ⌐ ∆╢ ┼─ ≢⁸

♪▬♠⌐⅔↑╢ ╩ ⁹ ─

│⁸ A ┼─ ─ ≤ ─

 B ⌐ ↕∑╢√╘─ ─

⁸╩ ─ ≤™℮ ⌐ ∫≡™℮≤─

↓≤⁹╕∞ ꜠ⱬꜟ╕≢⁸FMD ─

⌂≥ ⇔≡™⌂™⁹ ─ │ ↄ⁸2 ╒

≥─ ⅜≢⅝√⁹↓╣╕≢─ ╩ ╘⁸

╩ ⌐⇔√ ⱶ⁸כ♅ ≢♦

╩☻כⱬ♃כ ╤℮≤⇔≡™╢ ⱶ⁸כ♅

⌐⅔↑╢ ⱨ▫כꜟ♪╩╙≈ ♅

ⱶ⁸כ ◖ⱱכ♩ ╩ ╘≡™╢ ─ⱶכ♅

⅜⅝╕∫√⁹ ─ ⌐⅔↑╢ FMD

≢ ↕╣╢ ⌐⅔↑╢ ╡─ ⅜

≢⅝√⁹╕√⁸ ≤™℮ ≢╙ ≢⅝╢

╩ ↕╣≡™╢⁹ 

⌐⅔™≡⁸ ⌐⅔↑╢ ╩

≤ ≢ ⇔╟℮≤ ⇔≡™╢ ≤

℮⁹FMD ┼─ ↄ⁸ ≢⅝╢⅛≥℮

⅛ ╩∆∆╘≡™╢⁹ ⅎ≡⁸ ⌐⅔↑╢

ⱷ⁸≥╢№≢◌כ ─√╘─ ⌐≈™

≡ ╩ ╘≡™╢⁹ 

 

ᵓ Ɽכ♫♩כ ─  
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⅜ ↄ⁸ ╙ ≢│╕∞ ⅜⌂™↓≤⁸

⅜ ─ ⌐⌂╢ │

№╢⅜⁸ ⌐≈™≡│ ⅜∆∆╘╢ ⌂

≤─ ↑─ ╩⇔≡™╢ ≢№╡⁸

Ɽכ♫♩כ ⅜ ╡ ≡ↄ╢⌐│ ⅜⅛⅛╢

≤ ╦╣√⁹ 

Ɽכ♫♩כ ┼─▪ⱪ꜡כ♅≤⇔≡│ ─

╩♩כꜟ⌂℮╟ ⅎ≡™√⁹ 

   

A KOL ┘ ⅜ ⇔≡™╢

─  

 │ⱷכ◌⅜ ⅜☻כ◔╢∆ ™ 

 ⌐ ⇔√╟℮⌂ ╙№╢ 

B ─ ┼─▪ⱪ꜡כ♅ 

ⱬfi♅ꜗכ ≢ ∞↑≢ ∆╢

╩▪Ⱨכꜟ ─ ™ ─ ≢◌Ᵽכ⇔≡™╢ 

 ≢ ╩╙≈ ╙ ⌐⌂╢ 

C ⌐ ⇔≡™╢ ─ ⁸

ⱥ▪ꜞfi◓ 

 MEDICA ⌂≥  

⌐⅔↑╢ ≢  

D ◖fi◘ꜟ♃fi♩─  

 ⱴ♇♅ⱷ▬◐fi◓─ ╩⇔≡™╢NPO─ ⁸

ⱬfi♅ꜗכ◐ꜗⱧ♃ꜟ─ ─  

      

┼─ ─▪ⱪ꜡⁸│≢♅כ ─ ⅛

⅜ ⅛⌂™⁹ ≤™℮ ⅜ ╕⇔™⁹ 

≢│⁸ ╟╡ ⅜№∫√ⱦ☺Ⱡ☻

Ɽכ♫♩כ ≤─ ╩ ™⁸ⱴכ◔♥▫fi

⌐☻ꜟכ☿ה◓ ∆╢ ╩ ╦⇔√⁹♪▬♠─
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ⱷכ◌⌐ ╘⁸◓ꜟΊⱣꜟ☿כꜟ☻ⱴⱠכ

≡⇔≥כꜗ☺ ⇔≡⅝√⅜⁸2017 ⇔≡

⇔√⁹ ⌐⅔™≡⁸ ─ KOL ─ ↄ

≤ ╩ √→№≡⇔≥♩♇◕כ♃⁸╡⅔≡∫ KOL

≤╙ ↄ─ ≢ꜝ♇ⱪ⇔≡™√⁹╕√ ≢

╙№╡⁸TUV ≢─ ⅛╠ ⌐ ∆

╢ ╙№╢⌂≥⁸ ≢№∫√⁹ 

│ ⅜ ↄⱷfi♥♫fi☻ ╘⁸ ⱶכ꜠◒

┼─ ⅜☻ⱶכ☻⌐ ╢ ⅜№╢√╘⁸

─Ɽכ♫♩כ≤ ╗ ⅜№╢≤ ⅎ≡⅔╡⁸ ⅝

⅝ ⇔≡™ↄ⁹ 

 

5)  

⅛╠ ╠╣√ ╩ ⇔≡

╩ ⅎ√ FMD ─

⁸♁ⱨ♩►◄▪♪◐ꜙⱷfi♩⁸○Ɑ꜠כ

◦ꜛfiⱴ♬ꜙ▪ꜟ⁸ꜞ☻◒▪♫ꜞ◦☻⁸QSR

Quality System Regulation ♪◐ꜙⱷfi♩

⌂≥⁸ ╩ ∫√ ≢⁸ꜚⱠ◒☻│

⌐ ⌂꜠ⱳכ♩╩ ∆╢⁹ 

⌐⅔™≡ ≢─ ╙

⌂ ≤⌂╢√╘⁸ꜚⱠ◒☻≤ │

╩ ⇔⁸ ∆╢⁹ ─

≤⇔≡│ ╩ ∆╢⁹ FDA

⌐│ ⌐ ─♅▼♇◒⁸ FDA ⅛

╠─ ┼─ ⌐ ⇔≡⁸ ⌐

∆╢◖fi◘ꜟ─ ╩ ↑╢≤≤╙⌐⁸

FDA ≤─ ─ ⌂≥─ ⌐╟

╡⁸ ↕╣╢ ╩◒ꜞ▪∆╢⁹ 

ⅎ≡ FDA CE ⱴכ◒ ⌐

 

ₒ 90 ₃ₓ 

FDA ─ SQR ≤ꜚⱠ◒☻⅜ ⇔≡™

╢ SQR ─◑ꜗ♇ⱪ⌐≈™≡⁸◖fi◘ꜟ♃fi♩

─ ─ ≤⇔≡⁸ⱴⱠ☺ⱷfi♩꜠ⱦꜙכ⅔╟┘

ⱪ꜡☿☻Ᵽꜞ♦כ◦ꜛfi─ 40 ╒≥─ │№

╢⅜ ≤↕╣≡™╢⁹↓─ ⌐ ⇔≡

╩⅔↓⌂∫√⁹ 

MDD ─ EN 13485 ≤⁸ ─ ⇔≡™╢

ISO13485 ≤─◑ꜗ♇ⱪ⌐≈™≡│⁸5 ─

╩ ↑╢╕≢⌐ ⇔√ ⌐⇔√⅜⁸ 2

─ ⅜№∫√⁹↓╣│ ≢ ⇔⁸

≢⅝╢╟℮⌐⇔≡™ↄ⁹∕╣ ─ ⌂≥╙

╘⁸ ⇔⁸EN13485 ╩ ╗ MDD93/42/EEC

─ ⌐ ∆╢ ⱴⱠ☺ⱷfi♩◦☻♥ⱶ

≢ ⇔≡™ↄ⁹ 

10 ⌐⅔™≡⁸ FMD ─ ─

│ ↕╣√⁹FDA ⌐≈™≡│⁸ ─◖fi◘

ꜟ╩ ⌐ ┘⁸▪ⱪ꜡כ♅ ⌐≈™≡ ╩

 

 

ⱴכ◔♥▫fi◓ ⌐ ™⁸ FDA ─

⅜ ₁⌐ ╣╢╟℮⁸FDA ≤─ ╩

≤ ╘≡™ↄ⁹ 
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29   ≢─ ╩ ╗ ה   ∆═⅝  

↕╣╢ ┼─ ⌐ ⅎ╢⁹ ⌐│⁸

( ISO13485)ⱴⱠ☺ⱷfi♩◦☻

♥ⱶ⌐⅔↑╢ ≤─ ─ ╩

↕∑√ ⱴⱠ☺ⱷfi♩◦☻♥ⱶ─

╩ ™⌂⅜╠⁸◖fi◘ꜟ⌂≥≢ ⌂

≥╩♅▼♇◒⇔⁸ꜚⱠ◒☻│ ⌂

⌐ ⇔≡™ↄ⁹ 

│◖fi◘ꜟ♃fi♩≤⅛╦∆ ⌐≈

™≡⁸ ╩ ⇔⁸ ╛ ⌂ ⌂≥

╩ ≢⅝╢╟℮ ⇔≡™ↄ⁹ 

ⱴ▬ꜟ☻♩כfi  

 30 3  FDA  

∫√⁹ FDA ⌐ ↑√◖fi◘ꜟ⁸▪♪Ᵽ▬

─≥כ◙ ╩∆∆╘⁸ ⇔√♪◐ꜙⱷfi♥כ◦

ꜛfi─ ⌐≈™≡▪♪Ᵽ▬◙כ─♅▼♇◒╩

↑√℮ⅎ⁸ ╩ ⅎ⁸ ╟╡

≢⅝╢╟℮⌐ ╩∆∆╘√⁹ 

╕√⁸ ─ ╙ ≤ ⅜ ™╟℮

⌐⇔⁸ ─ ⌐ ⅎ╢√╘⁸ ≤─

≤⌂╢╟℮♪◐ꜙⱷfi♥כ◦ꜛfi╩ ⅎ⁸

╩ ∫√⁹ 

6) ─  

╩ ∂≢⌂↕╣╢ ≢№╢

₈ ─ ╩ ╢√╘─ Ɽꜝⱷ

╩♃כ ∫√ ◖fi♩꜡כꜟ─ ₉

⌐≈™≡⁸ꜚⱠ◒☻≤ │ ⌐

╩ ╢⁹ 

 ⱴ▬ꜟ☻♩כfi  

  30 3   

 

ₒ 90 ₃ₓ 

⌐⅔↑╢ ⅜ │∂╘√↓≤

≢⁸ ≤∆╢⅛ⱡ►Ɫ►⌐∆╢⅛╩ ⇔⁸

⅛╠ ╠╣╢ ─ ╩ ╢⁹ 

⁸ ╩ ∂⁸ ⌂ ╩

╢ ─ ╡⅔↑╢ⱡ►Ɫ►╩⁸™ↄ≈╙ ∆

╢↓≤⅜≢⅝√⁹↓╣╠─ ╩ ⌐ ∆╢≤

≤╙⌐⁸ ╩∆∆╘√⁹ 

 

 

⌐⅔↑╢ ─ ≤⁸

⌐⅔↑╢ ⅛╠ ╠╣╢ ╟╡⁸

⌐⅔↑╢ ─ ≤ ≤─ ╩

⇔≡™⅝⁸ ≢ ∆╢ ⌐⅔™≡

∆═⅝ ╩ ⇔√⁹ 

PCT ─ ╩∆∆╘

╩ ╘√⁹ 

 

7) ─ ה  

ⱪ꜡☺▼◒♩╩ ⌐ ╘╢√╘⌐⁸

≤⇔≡ ꜚⱠ◒☻⅜ ≤

⌂╡⁸ⱪ꜡☺▼◒♩ ─ ⁸

ⱪ꜡☺▼◒♩ ─ ─ ⅔╟┘ ╩

∆╢⁹ 

 

ₒ 100 ủₓ 

⌐ꜟכꜙ☺◔☻╩ ™ ╘╢⁹ 

11 ⌐ │ ⇔⌂™↓≤╩ ⇔⁸

⌐ ↑√ ⁸ ≤─ ╩ ∫√⁹ 

⌐ ↑≤─ ⱪ꜡☺▼◒♩─ ─ ╩

⅔↓⌂∫≡™ↄ⁹ 
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1.7  ─ ╡ ╡ 

(1)  ─  

AMED ─ ≢ ⇔≡™√ ╩⁸◖fi♁כ◦▪ⱶ≤™℮ ≢ ⌂ ⅜≢⅝⁸↕╠

⌐ ≢│ ╩ ⇔√ ⅜ ∑╢ ≤⌂∫√⁹ ⌐⅔↑╢ KOL ┼─ ⌂◖fi♃◒♩╩

⇔√ ⁸KOL Ⱡ♇♩꞉כ◒ ─ ⅜≢⅝⁸↕╠⌐ ⌐⅔↑╢ⱦ☺Ⱡ☻Ɽכ♫♩כ≤─ ╩

⇔⁸ ─ ≢│ ⅛╠ FDA ╕≢ ╡⁸ ≢ ↄ─ ╩ ∑√⁹ 

  

 ≤ FDA  

 
PCT ─ ⁸ ─√╘─ⱡ►Ɫ► ⁸ FMD

─  

 ─ ≤─ ─ ≤⁸ ⌐⅔↑╢ⱡ►Ɫ►─  

 

ⱦ☺Ⱡ☻Ɽכ♫♩כ ⁸ KOL Ⱡ♇♩꞉כ◒ ⁸ ┼─

─ ⅛╡ 

 

(2)  ⌐ ∆╢  

 1)   

B ╩ ⇔√⁹ 

 2)   

─ ─ⱴכ◔♥▫fi◓ ╙№╡⁸ ─ ∟ →⅜ ⌐™∫√⁹ 

⌐⁸ ≢ 10 ─ⱴכ◔♥▫fi◓ ≤ KOL ≤─ ╩ ∟⁸ ─ ╩

╤℮≤∆╢ ╩ ∂≤∆╢ⱦ☺Ⱡ☻Ɽכ♫♩כ⅜ ≈⅛∫√↓≤│⁸ ─ ≢№╢⁹ ≢│

╩ ≤∆╢ ╩⁸KOL ─ⱢⱩ ≤⇔≡▪ⱪ꜡כ♅╩⅛↑√↓≤╙ ╩ ⇔⁸ ™

⅛╠ ╩↕╣⁸KOL ≤─ ≠ↄ╡⅜ ╪∞⁹ ⌐♪▬♠≢│⁸ ─ ™ ⅜№╡⁸ ≢

─ ♃כ♦─╘√─╡ ⅜ ╕∫≡⅔╡⁸♪▬♠ ─ ─√╘─ ◖ⱱכ♩

╛⁸ ─ ┼─ ⌂≥╙ ╕╣≡™╢⁹ ─ ⅛╠│⁸ ─

Review ─ ≢⁸ ─ FMD ─ ╛ ─ ⅜↕╣⁸ ⌐⅔↑╢Ᵽ♇◒▪♇ⱪ

≤⌂∫≡™╢⁹↕╠⌐ ╩ →╢√╘⌐⁸♪▬♠⁸ ⁸ⱨꜝfi☻╛▬♃ꜞ▪⌂≥ FMD ⅜

╪⌂ ╩ ⌐⁸ ≢ ∆╢ 2 ≤◖fi♃◒♩╩≤╢↓≤╙≢⅝√⁹↕╠⌐⁸ ⱷכ◌

≤│ ─√╘⁸ ─ ⌐ ╢↓≤⅜≢⅝√⁹ ⁸ ⌐⅔™≡│⁸╕∞ⱦ☺Ⱡ☻Ɽכ♩

⅜כ♫ ≈⅛∫≡⅔╠∏⁸ ◖fi◘ꜟ╛⁸◖fi♃◒♩ ╩♩כꜟ⌂ ™⌂⅜╠⁸↕╠⌐ⱦ☺Ⱡ☻Ɽ

╩כ♫♩כ ∫≡™ↄ⁹ ⅜♩♇◕כ♃⌐ ∆╢ ⅛╠ ─ ≢ ╢⁹ 

 

≢│ ⁸ ─ ≢⁸ FMD ─ ─ ╩⁸ ⌐

≢⅝√⁹ ⌐ ⅜ ╣┌⁸ ⱴכ◔♥▫fi◓ ≡™⅔⌐☻ꜟכ☿ ⌂◄ⱦ♦fi☻ ≤⌂

╡⁸ ─ ⅝⌂ ↑⌐⌂╢⁹√∞⁸ ≢─ FMD ─ │ ≤ ⌂╡⁸ ⅜⌂⅛∫√

↓≤╙№╡⁸∕─ ─ ↕╗∏⅛⇔↕╛⁸ ─ ┼─ ⌂≥⅜ ↕╣√╕╕≢№╢⁹∕

─√╘⁸ ─ ─ ⅜ ╕∫≡™╢⁹⇔⅛⇔⁸ ⅜⌂™ ≢│№╢⁹ ≢ ─№╢

↕╣√ FMD ─ ⇔≈≈⁸FMD ┼─ ╩ ⇔⁸KOL ┼│ ─

╩ ─ ≤⇔≡ ↕∑╢═ↄ⁸FMD ╡╩⅔↓⌂∫√⁹ ≤⇔≡│⁸ ⌐

⅔↑╢ ≤ ≤─ ─ ≢№╢⁹ ≤ ⌂ ╩ ℮ ⅜№╢⁹ 

│ ─ │⅛⅛∫√⅜ ╩ ↑√⁹ ≢─ ─ ⌂≥╙ ╡ ╣√

╩ ⇔⁸ FDA ┼─ ┼ ↑√ ⌐╙ ╡ ⅛╣√⁹ ⌐ ⇔≡│ ⁸ ─

≤ ∆╢ ╙№╡⁸ ─√╘─ ╙ ≤ ⇔√⁹ ─ ─ │ ⇔⁸

⌂ ⌂≥ ⌐ ∆╢ │⁸ⱡ►Ɫ►≤⇔≡ ⇔⌂™╟℮⌐∆╢↓≤≢⁸ ╩

∫≡™╢⁹ 
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(3)  ♅▼♇◒ꜞ☻♩⌐╟╢  
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(4)  ╩ ╡ ∫≡ ∆═⅝∞∫√≤ ⅎ╢  

 1)   

∞↑─ ≢│ ≢│ ↄ⁸ ─ ⅜ ⇔≡™√⁹ 

JETRO⁸ ⁸ ⌂≥⅜ ⇔≡™╢☿Ⱶ♫כ╩ ⌐ ∆╢↓≤╛⁸ ⇔√◖fi

◘ꜟ♃fi♩ ≢╙⁸ ⅜№╣┌ ⌐⁸ ⌂◖fi◘ꜟ♃fi♩≤ ╩∆╢↓≤≢ ╠╣╢ ⅜⁸

⌐ ™≤ ™√─⅜╛╛ ⅛∫√⁹ 

 

 2)  ─ ╘  

ⱴכ◔♥▫fi◓⌐⅔™≡ KOL ≤─◖fi♃◒♩│ ≢─ ∟≢⌂ↄ ⌂▪Ⱨכꜟ⌐╟╢

↑≤⁸ ⌂ ╦∑≢─ ─ ⅜ ≢№╢⁹ ─ ╙№╡ ∆╢≤↓╤⅜№╢≤⁸▪ⱪ

⅜♅כ꜡ ↄ⌂╢⁹ ≢│ ─╖╟╡╙♪▬♠ ⁸ⱨꜝfi☻ ⌂≥⅜≢⅝╢≤ ⇔≡╙╠ⅎ╢ KOL

─ ⅜ ⅜╢⁹ ╩ ≡╢─╙ ⅛≤ ╦╣√⁹ 

⌐│ ⅜ ≢№╢⅜⁸ ─ ⌐╙∟⁸ ⌂◖Ⱶꜙ◔כ◦ꜛfi╩≤∫≡

ⱨ▫כ♪Ᵽ♇◒⅛↑≡™ↄ ⅜№╢⅜⁸ ↑ ╣ ╩ ≈↑╢─│ ⇔™⁹ ⌐│ KOL ⅜ ╦

∫≡™√ ⅜ ≢╙№╡⁸ ⌐ ⅜№╣┌⁸ ╩ ≤⇔≡╙≈ ⅜ ≤⌂

╢⁹ 

╩ ≤™℮ ⌂ ≤ ≡⇔╕∫≡™√⅜⁸ ─ ⅜ ℮╟℮⌐ ⅎ√⁹ Ⱡ♇♩

꞉כ◒≢│ ─ ⅜⁸ ⌂≈⌂⅜╡⅜ ↄ⁸ ≈⌂⅜╡⅜ ™⅜⁸ ─ ┼─ ⅜⌂

™─⅜ ≢№╢╟℮⌐ ⅎ╢⁹ ─ ™╩ ∟ →⌐ ↄ ∆╢ ⅜ ∞≤ ∂√⁹ 

 

 3)  ∕─  

∞↑≢─ ≢│⁸ ∫≡ↄ╢ ⌐ⱨ▫ꜟ♃⁸⅛─╢™≡∫⅛⅛⅜כ ╛∕─ ┼─

ⅎ ─ ╛⁸ ─ ™⌂≥⌐≈™≡│ ™≤ ⅎ√⁹ 

⌐≤≥╕∫≡™╢∞↑≢│ ─↓℮⇔√ │ ╦∫≡↓⌂™↓≤⁸ ≢╙√∞ ∑

╢⌐≤≥╕╠∏⁸ ⌐ KOL ╛ fi╩≤╡⁸ꜛ◦כ◔ꜙⱵ◖≥≤⌂☻ꜟכ☿ ⅜ ⇔™⅛⁸ ⅜

℮⅛⌂≥ ╩ ╡⌐ ↄ ╩ ↄ ∂√⁹
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(5)  ⅛╠─ ≤∕─  

    

 

 

⌐⅔↑╢  ─ ─ ╩ ⇔√

 

│ ⌂ ⁸↓╣⌐

⇔ │ ╩ ↑ ╣╢ ⅜№╢⁹ 

≤─  ≤─  ─ │≡∫╟⌐♩♇◕כ♃⁸≢™

⇔⌂™ ╙№╡⁸ ─√╘─

╩ ⌐ ⇔√⁹ 

FMD ─  FMD ─  ─ ⇔↕⅜№╡⁸ ┼─ ╡

ⅎ⅜ ↓∫≡™╢⅜⁸ ⌂ ⅜≢⅝≡™

╢↓≤╩ ↕∑⁸ כ◗─

ꜟ♪☻♃fi♄כ♪≤⇔≡ FMD ┼─ ╩

∆ ⅜№╢⁹ 

 

≤ ─ ─ ─  ─ ─ ╩  ⁸ ≢ ╩ ⇔√

⌂≥╩ ∂⁸ ⌐ ™ ⅜№╢↓

≤⅜ ⇔⁸ ≤⇔√⁹ 

⌐ ≠ↄ ☻Ɑ♇◒─  ⌐ ≠ↄ ☻Ɑ♇◒─ ≢

─  

⌐ ™╢ ≤ ≤─ ⅜

⌐ ╩ ∂↕∑╢ ≤⌂∫≡

™╢ ⅜ ⇔⁸∕─ ≤ ☻Ɑ♇

◒─ ⅜ ≢№∫√⁹ 

 3 ─ ≢─ ⌐⅔↑╢ⱦ☺Ⱡ☻

Ɽכ♫♩כ─  

⌐⅔↑╢ⱦ☺Ⱡ☻Ɽכ♫♩כ≤─

≤ ⌐⅔↑╢ⱦ☺Ⱡ☻Ɽכ♫♩כ

─  

⌐ ╩ ∆╢ⱪ꜡

◓ꜝⱶ⅜№╡⁸↓╣╠╙ ⇔≡™ↄ↓≤≢

Ɽכ♫♩כ ⇔─ ╩│⅛╢⁹ 

 

3 ─ AMED  2 ≢─ AMED ─  FDA ─ ⇔⅜№∫√⁹ 

(6)  ◖fi◘ꜟ≢─ ≤∕─  

   

 ╩ ╘╢↓≤ FDA ─ ╩ 2 ⌐  

 

─ ╩ ⌐∆╢ 

≢ ⌂≥ ╩ ⌐ ⇔⁸♦⸗⁸

⌂≥≢ ⱨ□Ⱶꜞכ◌☻♃ⱴ⁸─╠⅛כ ⅛╠ ┼─

⌐ ∆╢ ╩  

⌐ ⇔≡ ≢─ ─Ⱪꜝ◦ꜙ▪♇ⱪ 
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 ⅜  ╩ ⇔  

≤⌂╢ ╩ ⌐  

 ─ ─  ≢─ ─ ↑√ KOL ⅛╠─ ⅝ ╡  

 ≤─ ─  

 

─  ⁸ ⁸ ⌂≥─☿Ⱶ♫כ─  

⌐↓∞╦╠∏ ™◖fi◘ꜟ≤─  

⌂≥ ⇔ ⱷ⁸◌כ ⱷכ◌⅛╠─ ⅝ ╡  

 

(7)  ┼─  

  

⌐╟∫≡╙ ⅜ ╦╠⌂™↓≤╩ ⌐⇔√ ≢⁸

╩≥─╟℮⌐ ⇔≡ ∆╢─⅛ ⁸ ╩ ⌐∆╢↓

≤⁹ 

╩ ⁹ 

─ ⌐≈™≡│ ∆╢ ─℮∟⁸ ╩ ⇔≡╙ ⌂™≤

╦╣╢ⱨ□Ⱶꜞכ◌☻♃ⱴ⁸│≥כ ╩ ∫≡™╢⁹ ≢│╕∞

⅜ ≢№╡⁸ ⱪ꜡♩◖כꜟ╩ ∆╢⅜⁸ ⌂ ⌐⅔™≡│

⅜ ≢№╡⁸ ≢⅝╢─≢№╣┌ FMD ─ ⅜ ⅝ↄ

╦╢≤─ ⁹ ≤ ∂ↄ ⅜╕∏ ⁹ 

 ─ⱪ꜡☿☻⁸ ⱪ꜡◓ꜝⱶ┼─ ⌐≈™≡─ ╩ ℮⁹ 

▪◌♦Ⱶ▪≤⇔≡─ ⱪ⁸KOLכꜟ◓ ≤─ ≠ↄ╡╩ ℮⁹ 

≢ ≤ ≢─ ⅜№╢≤™℮ ⅜≢≡⅝√⁹

╛ ─ ⌐ ∆╢ ⌂ ⅜№╢⅜⁸ ↕╣╢ ⌂≥┼─ ╙

™ↄ≈⅛ ↕╣≡™╢⁹ 

⅜⌂⅛∫√ ≢─ ≢⁸ ─ ⌐♩♇◕כ♃╩

⇔√ ⁸ ─ ≢ KOL ≤─ ≠ↄ╡⅜ ╪∞⁹╕√⁸↓╣╠─

KOL ⅛╠─ ◖Ⱶ ╙ ⅝ↄ⁸ ─ Ⱡ♇♩꞉כ◒⌐ ╡ ╘╢

⅜≢⅝≡⅝√⁹ 

─ KOL ─ ╕╢ ≢─ ⌂ ≢ ─ ⅜≢⅝≈≈№

╡⁸ ─↔ ⌂≥╩⅔ ⅝⇔⌂⅜╠⁸ ─☿♇◦ꜛfi≢ ↑╠╣╢

⌂≥─ ╩╙╠ⅎ╢╟℮⌐⇔≡™ↄ⁹ 
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28 ╕≢⌐ ∆╢ ─ ─ ┘ⱦ

☺Ⱡ☻⸗♦ꜟ╩ ⌐⇔√ ╩ ⇔⁸ ─

╩ ↑╢↓≤⁹ 

⌐⅔↑╢ⱦ☺Ⱡ☻Ɽכ♫♩כ⅜ ╕╡⁸ ⌐⅔™≡│⁸KOL ─ ⱴ

♇ⱪ─ ≤⁸♩♇ⱪ KOL ≤ KOL ≤─ ╩⇔⌂⅜╠⁸◄◖

⌂ ⌐╟╢ ⌂ ≤ⱠכⱶⱣꜞꜙכ⌐╟╢ ╩ ⇔⁸FMD

─ ╩ ⌐№→╢ ╩ ⇔≡™ↄ⁹∆≢⌐ꜚⱠ◒☻─ꜚכ◙כ≤

⌂∫≡™╢ ─ ─ ╠╩ ⌐⁸ ⁸ ⅜≢⅝╢ ╩

↑⁸ ╛☼כ♬⌐ ⌂≥─ ╛ ╩│⅛╣╢ ╖╙ ∆╢

⌐ ╖ ╗⁹↕╠⌐ EU ─ │ ⅜ ↄ⁸◘♥ꜝ▬♩ ≢

╩ ╘√♦⸗╛ ─ ≢⁸ ⌂™ ≢ ⌂ ▪ⱪ꜡כ◘╛♅כⱦ☻

─ ╩ ⅎ╢╟℮⌐∆╢⁹ⱷfi♥◘כⱦ☻⅜≢⅝╢ 2 ╩ ⁸№╢™│

↔≤⌐ ⇔⁸☻ⱶכ☻⌂ ╛☻Ⱨכ▫♦כ⌂ ⅜≢⅝╢╟℮⌐⁸

⅜ ∆╢⌐ ╦∑ ⌐ ╖ ╪≢™ↄ⁹ 

╩ ∂≡ ╡ ℮ ╗ ─ ⁸ ⌐⅔↑╢ ╩

⌐⁸FMD ─ ╩▪♪Ᵽ▬◙כ ⅎ≡ ⇔⁸ ╩ ⇔≡

™ↄ⁹ 

 

1.8  30 ─ ⌐ ∆╢  

FMD ⌐⅔™≡⁸∕─ ⅜ ⌐╟╡ ↕╣⁸◖fi♁כ◦▪ⱶ≢ ⇔≡™╢ ⁸ ─ ≢

⌐ ╩ ⇔√⁹ 

≢│ ⅜ ↕╣⁸ ⌐≈™≡ ≤ ╩⇔⌂⅜╠⁸ FDA ╩∆∆╘≡™╢⁹ 

1992 ⌐ ≢ ⌐ ↕╣√ FMD │⁸∕─ ⅜™∟ ↄ ↕╣√ ⅜⁸ ⌐ ═≡ │ ⌐ ╪≢™╢⁹ ⌐

≢│⁸ ─ ⇔↕⅛╠ ┼─ ⅜№∫√⅜⁸ ⌂ ≤⇔√ ≢ FMD ┼─ ⅜ ⇔≡⅝≡™╢⁹ ⱦ☺Ⱡ☻

Ɽכ♫♩כ╛ ⱷכ◌≤─ ⌐╟╡⁸ Ⱡ♇♩꞉כ◒⅜ ™ ≢│⁸KOL ─ ╩ ⌂⅜╠⁸Ⱡ♇♩꞉כ◒╩ ↄ≈⌂™≢™⅝⁸FMD

─ ╩ ↕∑⁸ ⌂ ─ ╩ ℮⁹ Ⱡ♇♩꞉כ◒│ ™⅜⁸ ─ ╩ ↑ ╣╛∆™ ≢│⁸ ─ ╡╩

™⁸ ╩ ╘╢ ╩⅔↓⌂℮⁹ ⌂ꜟⱣכ꜡◓╡╟⌐ FMD ─ ╩│⅛∫≡™ↄ⁹ 
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ₔ460- 0008 401 

   

TEL 052- 229- 0820  E- mail  masuda_h@unex.co.jp 


