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Clinical Standard, Guideline, SOP

Reimbursements by public insurance / private
insurance

Get the clinical community recognition and
receiving a designated CPT code

Medical device certification (Class I, Class Il
(510K), Class Il (PMA))

Prototypes / Pre-Commercial System (human
testing, patient testing; IDE clinical studies)

Engineering model / Research system (Animal
tests; some may go IDE pathway)

Roadmap
of Medical
Innovation
Developme

Clinica

Scientific discovery / basic research
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evaluation, and biopsy would not be recommended for an additional 10.8% of benign nodules. The
Mo~
: results demonstrated that applying a CAD system would improve clinicians’ interpret atmns and
Mult-Keader Muiti-Lase Stuay tor Performance lessen the variability in diagnosis.

Evaluation of High-Risk Thyroid Ultrasound with
Computer-Aided Detection
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Clinical Benefits: Accuracy comparable to experts: Diagnostic Performance

] Reverter et al,
American Journal of Roenigenology
Dragnostic iImaging and Relsted Sciences 3 A 2 A NN A
. b TABLE |: Diagnostic Effectiveness of Evaluation of Ultrasound Images by Clinical Expert and Computer-Aided

Diagnostic Performance Evaluation Diagnosis (CADx) Program Based on Different Classification Systems

JordiL Bevertar'! of a Computer-Assisted Imaging
Eadariea Yis al 2 W " Sedqs ’ (% o W P
.\;—c d":]"p.'qui'.“zl - Analysis System for Ultrasound Risk Evaluator or Evaluatmg System ensitivity | %) Specificity (%) PPV (%) NPV (%) AUC Value

nnEitgiammer - gepatification of Thyroid Nodules Clinical expert using ATA system 870 912 905 0.9 088
gt s ot S o b iare CATR. Tnieess £ow. ks delp i3 s dmmgnore this gy b8 he fumee CADx based on ATA system® 870 68.6% 64 5% 86.3 072
0wt s Tt pracnaly, srrordvg  mpictite S Yy drwcteg Gn Affwwr  WES mapeer 10 S myw of T et
- 4 to dond & vl By e ARCADAT fums & e s smitv  CADx based on EU-TIRADS® 852 50.2u¢ 50.1%e 82.6° 071®
oy (5] Masbs mpezwd 1 2008 b geeweiny o fr 2 cae £ 1o v ek TECOOL sl TVEG gy I e peve
—rmlombedntocns ::‘q—-: A .";,I,'Z;'SJ",;:."T‘., . ——— e CADx based on AACE/ACE/AME system” 815 53200 51804 #o 8" a7g"
odictupn (96 2L o e apeciichy of e Sieoncied Pl iach alTeas o e G SR B sl e 4 e ROV,

T dewse (% m SEIR, g el S macheg prposes. v S50 mped,  dewing S vher of S e S rem be
ot (W] Theoss o e Gkl o G e dbgarioty o B (ybe, B yvinniios b T dinadl saprntl e wtubimss of
usrwd in e prvews imdy and Ryblgl  of S ephrann procks Srlaety £ e e pragres e cniead el

B b of the CADS v i roling o wee AR 000 dhunmeimrindes of S seties 14 M1 The st of S poerd s o e [ B |
Sdign Maran: owe 3 i s wadie  Tww) vt edvaiedil, e S o e e ety Lege wews of wedde evdne 100+
= beepn The rumeeon onteed e A3 2ooeBey © S0 WXTy IRMes. A8 W B CBRMU SeEng O e SO0 — | = S
£ yymm 0 tardert nfwraaton W kv and O facz G S s v e Jeroeded by of petingic Clapwesnc Sor e matde - - t S S e
oy crpiost s 00 cuabvsnn oF Sowiisy  ond st 2 ouoy s oy et at0  Hhemomes, S @l San ALl Biiens In Tusi d]ng ur results DR
Nevctaleis. o i @ dageoik pow-  CRACKUNIERE St € be ey eetel i Be  Tun. Se NOIGRSte e of e 0N conc On‘ aCcCort 0 O » | §
v el o g spelieentdy. ¢ ere ey greres o chemtene it e e S0 Sp Sase bevadoond s S Seeant > o
Plscraston i 3de8 30 K5 andisd Susgy 40 B e W 1Y 1w chwimal gracace A v bt sereded tesgm red x systems mn gene[a —an s 8 L
ey By e e e, e oribion  The Jratatibny of S cunssial sul chr  wn wn dewing dnk weakied il G [
mapucny of vl sroess may tmgeove w e mSed CADw rywess hen slowedd w ve mplioos  Mimwewwr, becamse S CADS wyvess sidys L"I' -] ~y u]aI li bl and
e perivns of aeabesd) buothiurn 0. S the M Mo 4 wetbirss il jrie- o4 sl lmagen e e oo oy 1n partic —alt relapie easy to
Pem Seians Incaingly coptestoaed Al o i Dasope Ie e preees medy we Saw TR Seue Buipet st Save S Righe gald — |
e P O tmw twrg Se el vh  Sefited S DY diuicason of saliec iy pecciibe Dy sex oy e bak Selnon d th f.ul h.n.l al 3 | |
Pt v ectahed o S e [J3 e (8 oW 14 4 QMY SecrTmrm.  of S U Grvicy med wie: 0 U3 dut vy use an 1S aIe Uuse mc cal practice. seaf |
N e M 4 et G (o Sy e ] A s Al e et ity Sl el e Mbaget S 7. NS D7 z

Arcther cwd 293 of Tt 1N pORCEION  enced (TInr & ~eeded I VItan Seoe joad 130 we evilussed Arrmey @celew fmage G th hl h tv d \P\ th 2
et . e, YAt 8 S o 8 e [] ot 3 8 CAL posis ol X Pawrs. 4 CADn oo B 1ven the high sensitivity and ! at we 5 ||
smrwnon of 3 Lepe vasteny of Seenaws frs Wi SM 00 e e suk of saliguewy B iemgreed b e U5 i et 1 e = A - g
Ry i s g i ST —————— d ( 1 f hmm 20/
ot e o vt e, st s Rt ¥ ey g ket reported (at least lor pre SCreemn @
ol Wt s (R e fr o e e W e o 4 el S et ey i e B 4 el g & Sl
Low 3 10 3 ctwacal mummme ) Thew ek endocriingis. Sowry 3 Smsly weakney  wmber of prtees (4] A Sud ooy
s v bewn spptied o U3 Grooed ol e NI Nevwrtiwined. B competiond oy oF S pumaees sy & it andy ove dcsen
e et [ s Calcuis Wwoss Saee  Wme e« ke ipectieny vl BTV St wcined O Emiges & seoond endontemcie ;
i gt paEr R ) prdtig syl e (i mpert The Carhat s P! i SVIY AL Sampiaian Wi Lav 0 |
vy Gmvoed rodele (1) oo whaeve mgeetn s & owmayts o by 0 e el Mewwver Clinies expert

The srmiirhrg guesiiom, 4 o apbems g phee B G CADS srvtans bire oo  anal of s Uil e wis oy oo |
& wiaeher CADT-kad o6 Joy ey 1ypw of e scrnmacand etperiis of laging e, 3 CADx besad an ATA syste
Ty s ey el oy oy e ek & e v 8 A | Iy CADx based on EU-TIRADS
T ety beegge vl 11 e P 3 o s, Wy 13 oS of wedide caaL oo o/ CADx based on AACE/ACE/AME system
o S, s, Iaiag et e aeibel Meadng 0 G ATA sperting | s seuleden, mesdag W e o L e v — oyl
wcions o cxlalgies S Seul pulpcaene e e 6] wee cluatbed w1 ner gecttc be-  [EADE svrsema wn penersd—pnd the AcaCAD- 0 2 80 100

oriing G onk o inaigrey ok 4 thuiet  vinee B ATA dledioatens it Temevey
S S Srvw 3 e sbery Mens  J0-T0% i nor wel i, 4 e c3ie o
o et e o e preeibey of dube  SSeehon sodiec w3 calionen AL 3 D
e g ke coe of satgee b ik, whew B rensdcone e v

o -
L L
o S biph aeazvry el NPV v
goried (e Jest S0t JreSmiry aceney

40 60
100 - Spaciticity (%)

Reference: Reverter JL, Vazquez F, Puig-Domingo M. (2019). Diagnostic Performance Evaluation of a Computer-Assisted Imaging Analysis System for Ultrasound Risk Stratification of Thyroid
Nodules. American Journal of Roentgenology, 213: 169-174.

M EXBE RY ERERES

Maywufa Biopharma Group



=,

=<

% 5. AMCAD-US4p 4 > 3 ek
PER G IR A R A %

8 {7 P AR R 2 B (S TR R T
1o 5%

o FlE A

4

= “‘P“f 71 _)ﬁl ,« ;ﬁ%_*q%

L i -;%f:r-v»\%fr AT RERE B

% o5 A 45 ) (AmCAD-US) it

S1IK) Summary: K192903
In accordance with 21 CFR 807.92 the following summary of mformation 1s provided

1.

-

Y

Date Prepared — October 11. 2019

Mamufacturer

SAMSUNG MEDISON CO.. LTD

3366. Hanseo-ro, Nam-myeon.

Hongcheon-gun. Gangwon-do 25108,

REPUBLIC OF KOREA

Primary Contact Person
JiYealee

Regulatory Affairs Specialist
Phone: +82.2.2194.15%4
Fax: +82.31.8017.9576

Emnil; pvea?22 lee@samsungmedison.com

Secondary Contact Person
Ninad Guyar

Director of Regulatory & Quality

Phone: +1 978,564, 8632
Fax: +1.978.564 8677

Email: ngujar@neuwologica com

Proposed Device

Commeon Name

Trade/Device Name:
Additional Marketing Name;
Regulation Name:

Panel’ Regulatory Class
Product Code

Regulation No./Product Code

Predicate Device
B Predicates

Diagnosnuc Ultrasound System and Accessones
RS85 Diagnostic Ultrasound System

RS8S Prestige Diagnostic Ultrasonud System
Ultrasound pulsed Doppler imaging system
Radiology / I

IYN, IYO, ITX

8921350, 892.1560, 892.1570

- RS8S Diagnostic Ultrasound System {K191115) : Pnmary
- HERA W10 Diagnostic Ultrasound System (K182595)
- HS50/HS60 Diagnostic Ultrasound System (K181336)

B Reference

- AIXPLORER & AIXPLORER Ulnmate Ultrasound Diagnostic Systems (K173021)

- Fibroscan (K150949)

- AmCAD-US (K162374)

TIERIT ST T I SR IE

lYl ﬁa?:lfa Biopharma Group



Erga | =
AmCAD-UO

1093 $HOF0R P LEAE R R 47

o EMEFDA  EXSMCE « &ETFOARE
s B BEHEMARR

- BB —REER

o FAE _LORORE 2R

o fRIEA

-« f

I (['
» |

M EXBE RY ERERES

Maywufa Biopharma Group



% et b 1 (AMCAD-UO) 72 3 it B

° mAdFL b ibE 2 HPACS b B i
© RipsiTe A2 pHER LR EHER
O g FRER Y S fERTRA TR Y

Resting Position Jaw Protrusion

. -
. -
T m—

Jaw Protrusion
NB

M EEE RE TRERES

Maywufa Biopharma Group



Overall Originat Nucled Segmentation N/C Ratio Elongation Overlapping & Molding Inclusions Nuc
Nuclesr Number: 62
Clrcsrlanity: 0754 Y y
Etlipticity: 0869
Blongation: 0587
NCR: 1888
Oywilapping snd Molding: 0.687
Inclusion: 0.00)
N lear Polarity: 46.735
NCHR: 1108
NCSR:- 1541
WOVR: 0.741
NCHSDR: 1.274
NCSSDR- 0614
NCVSDR: LB61

| & Quantification

Selected ROI Bl

Pouclear Numbes: 34

Circularity: 0.776

Likpticity: 0864

Flongation 0524

NCR: 1895

Owwelapping and Maolding: 1,687
Inchusion 0.006

Nuclnar Polarity: 38591

NCHR: 1108

NCSR: 1600

NCVR:0.738

NCHSOR: 114

NCSSDR: 0597
NCVSDR: LA%
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Overall Original Nudlei Segmentation
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Group 2

Estimated Number of Nuclei:

102

Select a ROI Red

Growp 2 v
- =0.1922385
L G'Ol_te 7
Estimated Number of Nuclei: 44
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« Segmentation Setting
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Zoom Meeting with Global Partners

45 meetings with 16 countries
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Application of Ultrasound CAD for Thyrowd Lesions
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The Role of Computer-Aided Diagnosis (CAD) in the
Diagnosis and Characterization of Thyrold Nodules cAT o T RO e
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Medical Expo: 4/15-7/15

STAND CONTENT STAND CONTENT HIGHUGHT ADNERTISEMENT M d. |

31796 87 156 - m7 Your Dose of Medical Innovation

July 2020

5 ANDRSPEISHT E TRAFF

Click here to see your proposal

o wil e 3 ip revies 2 D onfrming)

MedicalExpo —- Membership Offer Starting Package Fewer detais

i \ MedicalExpo Transitions from an Online
i it Exhibition to a B2B Marketplace

T
YERRAZGHE

nt Hanager: Artzine

p Startdats: Sep 1, 2020 Termination cate: Sep 1, 2021 Validty termination date: Juf 15, 2020 By Celia Sampol, Camille Rustici and Erin Tallman
ME - AmCad BioMed
As comp confinue expanding the online market by creafing their o
— Geographic Quantity s As x._.ompmles continue expar d ng e online r_'jd‘rrelo{ u.‘_a.'}g_trer N
Arez: markelplaces, the year 2020 might be the cut-off for those interesied in
dorididz 1 3.595.00 51 entering the compefition That's what Vincent Gerard. CEO of the French
; . company VirualExpo Group which powers MedicalExpo, finks. Today, the
H 1¥+1.5m Service Fee: company is officially launching s new online markeiplaces
ment due cate of recep e Tot=l rember of items: 3,996.00 EUR

I\ B e
sssecoee [ Maywufa Biopharma Group



2020 Z5%

HWEEJ:/

= {17~ ECR Virtual Booth

—— RY- TRERES

Maywufa Biopharma Group


https://ecr2020.expo-ip.com/stand/1175?demo=1

P 12-3F %

M EXBE RY ERERES

Maywufa Biopharma Group



— AL EAAMRK

TSR
140341
2. F v 57.4
=

=4

3.f &+ 5]10%

B ek

#t : 109.6.30 %o 108.12.31 %
Rk h A ( 444.207) 65 481,716 66
FRAE A TSR 35 252.586 34
% & st 685,765 100 734,302 100
it /8- 59,775 8 72.049 10
FFE A 1R 16634 2 24.172 3
& 1 43t ( 76,409) 10 96,221 13
B A 532214 78 532214 72
" AN 94,920 14 94.553 13
%9 B ( 103,705) (15) ( 82.420) (11)
H A 3 ( 14.115) 2) (11248 (1)
0 A A % 509,314 75 533.099 73
JE 2% 1A 3% 100,042 15 104,982 14
#3543t 609,356 90 638,081 87
f R HE 5 3t 685,765 100 734,302 100

3% 0109630 & 1081231 4B A AR R n A& €

FER AR B AR B4 -

M EEE RE TRERES

Maywufa Biopharma Group




— RS HERSRAR

Bl Hekin

8 109 5 £ F 108 ¢ b ¥ £ B A %%

(A) % (B) % (A-B)/B

G 29,468 100 53,706 100 (45)
ek £ A 19,481 66 42,680 80 (54)
s £ B A (50,085) (170) (57.462) (107) (13)
SEXES (30,604) (104) (14,782) (27) 107
S G R 4379 15 2,722 5 61
i % F 13 (26,225) (89) (12,060) (22) 117
RN EE (21,285) (72) (7.578) (14) 181
(RERE I BE| PR (4,940) (17) (4,482) (8) 10

N T (0.40) (0.14)

C109FLEEER 108 F L EEEAHEABEAHEIGHE -

Lk s R R R o AQASiE B

M EEE RE TRERES

Maywufa Biopharma Group



ARRE

M EXBE RY ERERES

Maywufa Biopharma Group



BD&L : Business Model

-/ -

Licensing

License
technology to
equipment
makers and
receive licensing
fees or royalty.

- Distribution
. Revenue || Outright —_
Leasing Sharing Sales Subscrlptlon\‘

Exclusive or regional rights, single & multi-product

deals.

Collaborative
\ETgGlilgle

Collaborate with
PACS/AI platforms
to market and
expand access.



2020 INTERNATIONAL FORUM F 4

| &% \
ON NEW TECHNOLOGIES AND CLINICAL DIAGNOSIS O:F atwsn Society of Ul : AmCad BioMed
THYROID ULTRASOUND | |

13TH NOV, 2020 {1.5 HOURS) LLASINFES
10:00 - 11:30 A.M. Spain >

16:00 - 17:30 P.M. Indonggiii 3

17:00 - 18:30 P.M aifn | Singapore] Malaysia

ster to joi

. Date: Friday, November 13, 2020 —
X
& Time: 17:00-18:30 p.m. (CST/ Taipei time) @ Sp_eakg[s

Prof. Tsung-Lin Yang MD, PhD

» Professor and Chief, Head and Neck
Surgery, Department of Otolaryngology &
Head Neck Surgery, National Taiwan

Prof. Yi-Hong Chou

« Vice President of the World Federation for
Ultrasound in Medicine and Biology

(WFUMB) ~? ' University Hospital
« Chair and Professor of Radiology at Yuanpei v) o Chief Executive Officer, Research Center for

University of Medical Technology and De'-.r;-lopr"\enz b‘iology.and Regenerative
National Yang Ming University School of Medicine, National Taiwan University
Medicine

Prof. Argon Chen
¢ Professor, Industrial Engineering and
Mechanical Engineering. National Taiwan
University

o Chief R&D Officer, AmCad BioMed

Agenda

Opening Remarks
Special Messages from Prof. Yi-Hong Chou
The Trend and New technologies for Thyroid Cancer Diagnosis

By Prof Tsung-Lin Yang MD. PhD
= Artificial Intelligence (Al) and Its Applications to Sonographic Diagnostics of Thyroid Prof. Jordi L. Reverter

Nodules £ :

By Pr ‘,‘ Araon Chen « Senior specialist Endocrinology. Germans
» The Role of Computer-Aided Diagnosis (CAD) in the Diagnosis and Characterization of nas 1 Pujol University Hospital

Thyroid Nodules o Professor of Medicine, Autonomous

By Prof Jordi L Reverte University of Barcelona, Spain

* Q&A Panel Discussion
Closing Remarks
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