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Company Introduction  
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▶ Name：AmCad BioMed Corporation 

▶ Founded：Dec. 2008 

▶ Capital：TWD 530M 

▶ Business：Product development, Manufacturing and Sales for 
Innovative Medical Device 

▶ President：Yili Lee 

▶ Location：Taipei City 

▶ Headcounts：37 

超音波影像AI領航者 安克生醫 
Helping physicians diagnose confidently and efficiently. 



4 





6 

2008.12 2011 

2013 

2014 

2015 

2016 

2017 

公司成立 

上櫃掛牌 

獲GMP 
(醫材優
良製造規
範)認證 

安克甲狀偵®  
(AmCAD-UT) 
取得美國上
市許可 

安克甲狀偵®  
 取得CE 

安克甲狀偵® 

取得台灣上
市許可 

AmCAD- 
UV, US取得
歐盟上市許

可 

AmCAD- 
UV, US取得
美國上市許可 

安克甲狀偵®  
取得中國上市
許可 

安克甲狀偵®  
大陸授權 

2009 

台大技轉學
界科專研發
成果至安克 

2020 

安克與Stanford Medical 
Center簽約進行安克呼止偵 

post-market臨床研究 

2021 

2018 

安克甲狀偵® 

(AmCAD-UT)2.2
版取得美國上市
許可 

拓展英國、荷比盧、
印度、香港、新加坡、 
馬來西亞等國際經銷
商通路 

安克呼止偵® 

取得歐盟美
國上市許可 

2019 

安克呼止偵® 

取得台灣上
市許可 

新增巴西、西
班牙等多國經
銷商通路 

安克呼止偵與安克
甲狀偵與台大醫院
健檢中心簽訂臨床
合作合約，將產品
帶入健檢市場 

截至目前安克甲狀偵已
在全球被 244 位專業
醫師於121 間醫療院所
使用；累計發表25篇學
術論文及10張學術海報 

新增智利、泰國
等國際經銷商通
路 



iSONO 

• FDA 510(k), CE certified 
• Automated ultrasound scanning and 
detection of pharyngeal airway  

• Risk evaluation of obstructive sleep 
apnea (OSA) 

• FDA 510(k), CE, TFDA, CFDA 
certified 

• Assessment of malignancy 
potential for thyroid nodule 
sonographic features 

• Risk analysis of  malignancy 
for thyroid nodule 

• Cytology microscopic  
  image processing 
• Visualization and 
quantification of clinical 
cytology features 

• Point of care ultrasound device 
• Real time AI imaging 

• FDA 510(k), CE certified 
• Differentiation between pulsatile 
signal and noise 

• FDA 510(k), CE certified 
• Imaging of the backscattered 
signals for assessment of tissue 
variation 

• Breast Ultrasound AI Live CADe/x 







2021 Operating Updates 
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▶ Start business in NTUN Health Management Center in 

Aug. 2021 

▶ First shipment to Chili Distributor in Jul. 2021 

▶ Obtained FDA 510 (k) approval of advanced AmCAD UT® 

with AI contouring function in Sep. 2021 

▶ AmCAD UT® has been used by 244 doctors in 121 

hospitals worldwide. 24 papers & 10 posters have been 

published. 

11 



12 

12 

 PPV NPV Sensitivity Specificity Average* 
Sonographic characteristics      

Hypo-echogenicity 
0.44  

(15/34) 
0.77  

(24/31) 
0.68  

(15/22) 
0.56  

(24/43) 
0.62 

Calcification 
0.48  

(12/25) 
0.75  

(30/40) 
0.55  

(12/22) 
0.70  

(30/43) 
0.625 

Heterogeneous echotexture 
0.52  

(15/29) 
0.81  

(29/36) 
0.68  

(15/22) 
0.67  

(29/43) 
0.675 

Blurred margin 
0.45  

(9/20) 
0.71  

(32/45) 
0.41  

(9/22) 
0.74  

(32/43) 
0.575 

Irregular margin 
0.45  

(9/20) 
0.71 

(32/45) 
0.41 

(9/22) 
0.74  

(32/43) 
0.6 

Taller-than-wide morphology 
0.67  
(6/9) 

0.71  
(40/56) 

0.27  
(6/22) 

0.93  
(40/43) 

0.575 

Combination of heterogeneous, 
irregular margin, and blurred margin 

0.49  
(22/45) 

1.0  
(20/20) 

1.0  
(22/22) 

0.47  
(20/43) 

0.735 

  

可抓到所有惡性, 且可讓
47%的良性案例免於開刀 
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▶ Start post-market clinical study in NTUH Health 

Management Center in Aug. 2021. 

▶ Sign with Distributor in Thailand and secure first 

overseas PO. 

▶ Interim study results of trial collaborated with Stanford 

Sleep Medicine Center published at 2021APSS 

▶ Conducted corporate employee OSA detection events in 

Acer and AU Optronics Corp. 
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-- 2021 APSS Poster Publication 
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Protocol design: 
− PSG (Gold Standard) 
− Endoscopy (Awake or 

Drug Induced) 
− AmCAD UO 

 
Results: 
Significant correlation was 

found between AHI and 
NP collapsibility at the 
LPW 

Significant correlation was 
found between UO and 
NP, as well as UO and 
AHI at the PAL, LPW, and 
BOT 
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哈佛健檢進駐洽談 

CPAP廠商合作洽談 



安裝前 







Product Development 
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▶ Global Liver Disease Diagnostics Market Value EST :  
US$ 48.7B by 2027; US31.2B in 2020; CAGR 6.5% (2020~2027) 
(from Grand View Research) 

▶ AmCAD-US is a software device intended to visualize and 
analyze the statistical distributions of backscattered signals 
echoed by tissue compositions in the body. The 
information obtained from analysis may be used in tissue 
characterization and is shown effective in analysis of 
hepatic steatosis grades. 

▶ FDA 510(k) application has been filed.  
 

23 

ahttps://www.grandviewresearch.com/industry-analysis/liver-disease-diagnostics-markethttps:/www.grandviewresearch.com/industry-analysis/breast-ultrasound-market


► Sensitivity of mammogram significantly decrease to 48.6% for Dense Breasts compared to 
88.9% for fatty breasts. 

► FDA proposed New Mammogram Guidelines for Dense Breasts on Mar 27, 2019  
 To notify and educate women with dense breasts about increased cancer risk and 

imprecise mammograms. 
 Breast Ultrasound is recommended as a priority supplemental detection because its 

cost-effectiveness. 

▶ Women with Dense Breasts : 
• 70-80% of women in Asia 
• 40-50% of women in the US. 
• 4~6X more likely to get breast 
cancer 



▶ After New Mammogram guideline for Dense Breasts 
proposed by FDA in Mar. 2019: 
− Hologic acquired Supersonic in Aug.2019. 
− Fujifilm announced to acquire Hitachi (diagnostic 

imaging BU) in Dec. 2019. 
▶ Dense Breast Issue  has become the key driver of 

growth for ultrasound market。 
▶ AmCAD UB (Breast Ultrasound Real-time CADe/x) is 

going to be integrated into an ultrasound system, 
therefore, we are in the process of searching for 
collaboration partnerships (ex. licensing or co-
development ) with global ultrasound companies, 
such as GE, Philips, Siemens、Fujifilm、Cannon、
SuperSonic…etc.  

 

Global Breast Imaging Market Size 
worth $7.3 B By 2024 with12.2% CAGR 
• 71% --Mammography + Ultrasound 
• 10%  --MRI  



Financials 
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單位：新台幣仟元 
科     目 110.6.30 % 109.12.31 % 

Current Assets 426,419 66 422,117 64 
Non-current Assets 222,201 34 234,430 36 
Total Assets 648,620 100 656,547 100 
Current Liabilities 44,675 7 47,713 7 
Non-current Liabilities 19,372 3 13,730 2 
Total Liabilities 64,047 10 61,443 9 
Capital 532,214 82 532,214 81 
Additional Paid-in Capital 94,524 14 94,377 14 
Accumulated Deficit  ( 132,374) (20)  (  117,864) (18) 
Other Equity  ( 4,747) (1)  ( 11,024) (1) 
Parent Equity 489,617 75 497,703 76 
Minority Interest 94,956 15 97,401 15 
Total Equity 584,573 90 595,104 91 
Total Liabilities and Equity 648,620 100 656,547 100 
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Items 
2021H1 2020H1 YoY 

AMT % AMT % % 
Sales Revenue 31,693 100 29,468 100 8% 
Gross Margin 20,892 66 19,481 66 7% 
Operating Expenses (45,224) (142) (50,085) (170) -10% 
Operating Loss (24,332) (76) (30,604) (104) -20% 
Non-operating Gain 2,536 8 4,379 15 -42% 
Net Loss (21,796) (68) (26,225) (89) -17% 
Net Loss – Parent (19,351) (61) (21,285) (72) -9% 
Net Loss – Minority  (2,445) (8) (4,940) (17) -51% 
EPS (TWD) (0.36)   (0.40)     

Unit：K TWD 



▶ Domestic Market： 
AmCAD UT®  targets health check in hospitals and health 

check center channels with subscription business model； 
AmCAD UO®  also targets health check center channels with 

rental as main business model 

▶ Global Market： 
Expanding global distribution channels by A. participating on-

line and off-line exhibitions, B. more publications on academic  
medical journals and medical seminars, C. support local 
clinical studies for market promotion 

Searching for licensing deal with global ultrasound companies 
for AmCAD UT. 
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Medica 2021 Nov.  RSNA 2021 Dec.  

Medical Fair Asia 2022 Aug. 

World Sleep 2022 Mar. 



▶ AmCAD US®  for Fatty Liver Detection 

▶ AmCAD UB®  AI Live  Breast ultrasound real-time CADe/x 

These two products will be integrated into ultrasound system. Other 

than existing compatible ultrasound, we are in the process of searching 

for more collaboration partnerships (ex. licensing or co-development ) 

with other ultrasound companies. 
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▶ There have been more cases of partnerships between medical images 
AI companies and ultrasound companies. For example, this Aug. 
Caption Health ( AI-guided ultrasound software ) and Butterfly Network 
( handheld ultrasound manufacturer) announced strategic partnership.  

 
▶ AmCad as a pioneer ultrasound AI company with multiple FDA 

approved products, shall be a preferred option for strategic partnership 
to ultrasound companies.  

32 

Caption Health + Butterfly 
Strategic Partnership 



Q & A 
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