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▶ Founded：Dec. 2008 

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

▶ Products ：                     

▶ Capital：TWD 530M 

▶ President：Yili Lee 

▶ Subsidiary ：Broadsound Corporation 

Amcad 

Pioneering Ultrasound AI 

AmCad BioMed Corp. 

*CAD = Computer Aided Detection 



2008.12 

2013 

2014 

2015 

2016 

2017 

Company 
founded 

Listed 
Ticker:4188 

AmCAD-UT ® 
obtains U.S. 
FDA 510(k) 

AmCAD-UT®  
obtains ISO 
9001/13485; 
CE Mark 

AmCAD-UT® 

receives TFDA 
clearance 
 

AmCAD- 
UV, US obtain 
CE Mark 

AmCAD-UV, US 
obtain 
FDA 510(k) 

AmCAD-UT®  
obtains CFDA 
clearance 

China distribution 
right granted to 
Huajin Yike 
Pharma 

2020 

collaboration with Stanford 
School of Medicine 

2021 

2018 

AmCAD-UT 
upgraded version 
receives FDA 
510(k) 

AmCAD-UO 
obtains CE 

Mark & FDA 
510(k) TFDA 

 

2019 

AmCAD-UT,UO  
Start business in NTUN 
Health Management 
Center  

AmCAD-UT® 
Used by >300 doctors 
at 131 hospitals  
worldwide. 

2022 

AmCAD-UT® 

CFDA 
certification 
extended 

AmCAD-UO® 

European 
Exhibition 
Center 
established 

AmCAD-US  

Obtains 
CFDA 
Approval 

Advanced 
AmCAD-UT 
with AI 
contouring 
function 
obtains FDA 
510(k) 
approval 

AmCAD-CA® 

obtains Taiwan Excellence 
Award 2021 

Major Milestones 

Distribution rights 
granted in the UK, 
Netherlands, 
Belgium, 
Luxembourg, Hong 
Kong, Singapore, etc. 

  AmCAD-UO® 

obtained order   
from Thailand 
distributor and 
start business in      
Harvard Clinic  
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execution: 
▶ CE MDR certificate. 
▶ Continue to promote domestic hospitals 

and health diagnosis channels. 
▶ Execute post-market clinical research and 

paper publication with well-known 
teaching hospitals at home and abroad, 
and expand product application. 

▶ To accumulate product popularity by 
exhibiting , Internet publicity. 

Roadmap of Medical Innovation Development 



Business Model of Innovative Medical Device 



iSONO 

• 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 

• Imaging of the backscattered 

signals for assessment of tissue 

variation 

Product Lines 

• Breast Ultrasound AI Live CAD 

• Automated ultrasound scanning and 

detection of pharyngeal airway  

•Risk evaluation of obstructive sleep 

apnea (OSA) 

• FDA 510(k), CE certified 



 
• FDA 510(k), CE, TFDA, CFDA certified 
• Automated nodule identification and segmentation  
• Patented technologies to visualize and quantify 

sonographic features 
• Recommendation based on TI-RADS and global 

guidelines 
• Automated report generation 

AmCAD UT®  Features 

Visualization of Thyroid  
Ultrasound Features 

Automated report generation 



AmCAD UO®  Features 

• FDA 510(k), CE, TFDA certified 
• Patented Laser Guided Positioning 
• Algorithmic Detection and Analysis 
• Automated Upper Airway Scanning on Awake 

Patients 
• Effective detection of OSA severity 

Detection system for Obstructive Sleep Apnea 



2022 Operating Updates 



▶ Implement  AmCAD UT® and start business in Min Sheng 
and Yang Ming Chiao Tung Hospital in 2022Q1 . 

▶ Completed Cathay General Hospital IRB verification to 
increase the efficiency of clinical process .(combined with 
AmCAD UT®  and AmCAD CA®) 

▶ AmCAD UT® CFDA certification extended to 2027. 

▶ AmCAD UT® has been used by 300 doctors in 131 
hospitals worldwide and 28 papers have been published. 

2022 Milestones – AmCAD UT®
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Cathay General Hospital – 
AmCAD UT®

 Thyroid AI Diagnosis 

Amcad continues to promote thyroid AI diagnosis.  
If it is successfully implemented, it can greatly reduce the waiting time of 
patients. 



▶Obtained UT license at 2022/1/28. 

AmCAD UT
®
 Pricing approval in China 

▶Obtained 7 provinces Pricing approval 
in China. 



Global User Map-AmCad UT 

Used by >300 doctors at 131 hospitals in 22 countries/regions worldwide.  

Global User 

https://www.google.com/maps/d/u/0/viewer?hl=zh-TW&mid=17YRGx0JLuvpautHPiTJM9dUMotUMb0Av&ll=21.050465141766452,8.790101149999998&z=2


Taiwan Institution Adoption Map- AmCad UT                                                                                                 



2022 Milestones – AmCAD UO®
 

▶ Study results of trial collaborated with Stanford Sleep Medicine Center 

published at 2022 World Sleep. 

▶ Established European Exhibition Center in Germany. 

▶ American Academy of Orthodontics publishes application of braces. 

▶ Obtained order from Thailand distributor. 

▶ AmCAD UO®  is used  in NTUH Health Management Center in August 

2021, and will Start business in Harvard Clinic  soon. 
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Clinical Study with Stanford-2022 World Sleep Publication 

The 16th World Sleep 2022 (World Sleep 2022) debuted in Italy from 3/11 to 3/16. Anker Biomedical  
and Stanford Sleep Medicine Center jointly published clinical results, proving that different races can achieve 
"non-invasive" Compared with traditional "invasive" endoscopy and sleep center detection, the sonic smart 
imaging medical materials show a high degree of consistency, which is expected to assist physicians in the 
diagnosis and treatment of apnea. 



International Study Publication 

17 

Stanford Sleep Clinics 

Otolaryngology – Drug Sleep Endoscopy DISE Study 

Cleveland Clinics Dental School 

Dental – Oral appliance braces treatment 

Frankfurt American Sleep Clinics 

Sleep Center –Medical Triage 



American Association of Orthodontists 2022 

Miami Beach 
May 21~24, 2022, 12,000 + attendees 



Product Development 



 

▶ Global sleep apnea devices market size was valued at USD 3.7 billion in 
2020 and is expected to expand at a compound annual growth rate (CAGR) 
of 6.2% from 2021 to 2028.                (from Grand view Research)  

▶ In addition to being used for rapid detection, AmCAD UO® is also actively 
expanding its use in Companion Diagnosis. Through the diagnosis of 
AmCAD UO®, it also provides physicians with future treatment directions for 
apnea, including positive pressure respirator, braces, surgical resection, 
laser ablation, nerve stimulation, etc. 

▶ US, Germany, and Taiwan have carried out relevant verification studies. 

Future outlook–AmCAD UO
®  

Multiple cross-domain companion applications 



Amcad UB AI Live Breast Ultrasound Features： 

▶ Seamlessly integrate AI into the clinical process of hand-held 
ultrasonography to maximize the advantages of ultrasonography： 

• Simultaneous detection and diagnosis during scanning.  

• Simultaneous display of B-mode & CAD sonic images. 

• Automatically select image slices, circle the most likely lesion features 
and the largest area of possible lesions. 

• Automatically generate reports after scanning 
 

▶ Use real-time detection and intelligent diagnosis to reduce the possibility 
of clinicians' omissions and improve the overall diagnosis quality.  

AmCAD UB® Live 



▶ 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. 

 

▶ Global Breast Ultrasound Market  

Value Estimation： 

• US$ 6.4B by 2026; US2.1B in 2018; 

   CAGR 14.6% (2019~2026)  

                               (from Grand View Research) 

 

▶ 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.  

AmCAD UB ® Marketing strategy 

https://www.grandviewresearch.com/industry-analysis/breast-ultrasound-market
https://www.grandviewresearch.com/industry-analysis/breast-ultrasound-market


Exhibition Location Date Target customers 

Singapore 8/31-9/2 Asia 

Germany-Duesseldorf 11/14-17 Europe、Asia 

Arab-Dubai 2023/1/30-2/2 Middle East、Asia 

Exhibition Location Date Target customers 

US – Chicago 2021/11/28-12/2 America 

Italy – Roman 3/11-16 Europe UO 

Greece– Athens 9/27-30 Europe UO 

Exhibition Plan 



KOL Professor Li introduces AmCAD UO
® 
 in his new book 



Official Website Exposure  



Internet Media Exposure  



Financial information 



Consolidated Balance Sheet 
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Unit：K TWD 

ITEMS 2022.3.31 % 2021.12.31 % 

Current Assets 385,473 65 400,544 65 

Non-current Assets 211,649 35 215,208 35 

Total Assets 597,122 100 615,752 100 

Current Liabilities 15,660 2 26,132 4 

Non-current Liabilities 9,478 2 10,590 2 

Total Liabilities 25,138 4 36,722 6 

Capital 532,214 89 532,214 86 

Additional Paid-in Capital 95,091 16 94,917 15 

Accumulated Deficit  (  146,298) (24)  (  138,567) (22) 
Other Equity  (   4,537) (1)  ( 5,589) (1) 
Parent Equity 476,470 80 482,975 78 

Minority Interest 95,514 16 96,055 16 

Total Equity 571,984 96 579,030 94 

Total Liabilities and Equity 597,122 100 615,752 100 

▶ Current Ratio: 2461.5%  Debt ratio: 4.2%, the financial structure is healthy.  



Consolidated Income Statement 
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Items 
2022Q1 2021Q1 YoY 

AMT % AMT % % 

Sales Revenue 17,229 100 11,725 100 47 

Gross Margin 11,639 68 7,264 62 60 

Operating Expenses (22,457) (131) (21,663) (184) 4 

Operating Loss (10,818) (63) (14,399) (122) (25) 

Non-operating Gain 2,546 15 1,070 8 138 

Net Loss (8,272) (48) (13,329) (114) (38) 

Net Loss – Parent (7,731) (45) (11,052) (94) (30) 

Net Loss – Minority  (541) (3) (2,277) (19) (24) 

EPS (TWD) (0.15)   (0.21)     

Unit：K TWD 

▶ Because of expanding markets actively , revenues increased by 47% 
compared with 2021Q1. 



THANK YOU. 


