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6 1. DAT VAN DE

= Viét Nam thuéc DNA noi ¢6 ti 16 nhém HBYV,
HCV cao; tinh trang thira can, st dung bia-
ri'g’u ngay cang tang...

= SO lwong BN c6 bénh ly gan man tinh nhiéu

= Siéu am dan hoi (FibroScan...) gop phan
quan trong trong viéc chan doan mdc dd xo
hoa gan va gan nhiém mé&



‘“ May LiverScan-FibroScan
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{C U.S. FOOD & DRUG
'-\» ADMINISTRATION

February 12, 2024

Eicling Technology Limited

% Salon Chen

System Engineer

IMD Medical & Drug Technology Service Institutions
Room 308, Building 11, No. 23 Jinqu Road, Wanjiang
District, Dongguan City

Dongguan. Guangdong 523000

CHINA

Re: K233401
Trade/Device Nnme: Portable Liver Elastography Ulirnsound Diagnostic System (Liverscan Mobile)
Regulation Number: 21 CFR 892.1560
Regulution Name: Ulirasonic Pulsed Echo Imaging System
Regulatory Class: Class 11
Product Code: 1YO, ITX
Dated: December 22, 2023
Received: January 10, 2024

Dear Salon Chen:

We have reviewed your section S10(k) premarket notification of intent to market the device referenced above
nnd have determined the device is substantially equivalent (for the indications for use stated in the enclosure)
10 legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the ennciment
dute ol the Medicul Device Amendments, or 1o devices that have been reclassified in accordance with the
provisions of the Federal Food, Drug, and Cosmetic Act (the Act) that do not require approval of o premarket
approval application (PMA). You may, therefore, market the device. subject 1o the general controls
provisions of the Act. Although this letter refers 1o your product as a device, please be aware that some
cleared products may instead be combination products. The S10(k) Premarket Notification Database
avuilable nt hitps://www.nccessdato. (do.gov/serpty/cdriveldocs/clpmn/pmn.clm identifies combination
product submissions, The general controls provisions ol the Act include requirements for annual registration,
listing of devices, gonod manufacturing practice, lnbeling, and prohibitions against misbranding and
adulieration. Plense note: CDRH does not evaluate information related 10 contrnet linbility warranties. We
remind you, however, that device labeling must be truthful and not misleading.

US. Food & Drig Administration
1R Hirw Hampshrn Avenuo
Silvar Spring, MD  2099)




PDANH GIA SU PHU HOP GIU’A 2 THIET BI
LIVERSCAN VA FIBROSCAN
TRONG CHAN POAN MUC DO XO HOA GAN
va GAN NHIEM MO’

80 bénh nhan c6 bénh ly gan man dén kham
ngau nhién tai MEDIC trong thang 4/2025.

Bénh nhan khong hop tac

Két qua do khéng dat ky thuat (theo huéng dan
clia nha san xuat)




“ Cach thwc hién

= Bé&nh nhan duwoc do TE va CAP bang may
FIBROSCAN trwwédc. Ngay sau do duoc do TE
va MAP bang thiét bi LiverScan v&i cung mét
Bac sy

= Thu thap va phan tich so liéu bang phan mém
SPSS 26.

s Cac bién so dinh lwong c6 phan phdi chuan
dwoc trinh bay dwoi dang trung binh £ d6 léch
chuan.

= S& dung bang chéo, tinh chi s6 Kappa.




CHI S0 KAPPA TRONG DANH GIA MUC D PHU HQP, BONG THUAN
TS.DAO HO\G NAM - DHYD TPHCM

Thong ké Kappa duge st dung 8 danh gia ty ¢ dong thuin gia 2 ngum (2 phuong phap)
khi chandoan | bénh (huén twong sie khoe) saukh 83 logibo vaitro cuay eu 0 ngzu nhén
Thongké kappaduoc dé xuit bén Cohen (1960). Tinh toin kich thude mau Cohen (1960),
Fletss et al (1969), va Flack et zl(l9SS)
Dé dinh ga mix 46 phu hcp cua 2 xét nghiém hoic két qua chan doin von két qui xét
nghiém ngutn ta dung chi 0 Kappa (K). Cu the nh sau:
Ktir0 dén0,2 : nhe (Poor agreement)
Ktir0,2 dén 0,4 = duoc (Fair agreement)
Ktir0,4 dén 0,6 = vira (Moderate agreement)
Kti0,6 dén 0,8 = nhieu (Good agreement)
K 0,8 dén | =hoan toan thong nhat (Very good agreement)

The interpretation of the Cohen’s kappa coefficient

Value of k | Strength of Agreement
< 0.20 Poor

0.21 — 0.40 Fair

0.41 — 0.60 Moderate

0.61 — 0.80 Good
> (.80 Very Good




Céc bién sé nghién ctru
= Tuoi, Gioi
» D6 nhiém m& mo gan (dB/m) CAP, MAP

(ultrasound attenuation parameter)

= DO dan héi mo gan (kPa) TE (Transient
Elastography)

» Phan do nhiém mé& gan cla FibroScan
S0, S1, S2, S3 theo Beaugrand

Ngudn: Beaugrand et al. Ultrasound Med Biol 2011

Muc dé
nhiém ma

M

Ti 1é t&€ bao gan nhiém méd CAP (dB/m) Nhéan xét

SO 1-10% 100 >2237.7 Binh thudng

S1 11-30% 237.7 >259.4 Nhidm m& nhe
S2 31-60% 259.4 >292.3 Nhiém md via
S3 61-100% 292.3 2400 Nhiém ma nhiéu




Bang phan loai Metavir
FibroScan

Hepatitis B*

HCV-HIV co-infection®
2 1

Hepatitis C recurrence afterliver transplanlaliorf"
Hepatitis C*

Chronic cholestatic diseases”

Alcohol**
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o

Phan dd nhiém mé& gan (MAP) SO, S1, S2, S
va METAVIR theo thiét bi LiverScan

leerscan® TE Report
4

for LIVER STIFFNESS dd'g
and STEATOSIS

Result Reading Steps: £ oslcare Gontre _ 1orver b and Stsioris

Liverscan

care o NN
1.Find @ E (kPa) and its score, representing liver stiffness re—— P———
2.Find @ MAP (dB/m) and its score, representing fatty liver o . e
. Treray | I = TTSTTTITTTT Tm=
3.Look for the score range from the index below - 236 | ° I




E (kPa)
Liver Stiffness "

E (kPa) Fisbtg;s;s Severity MAP (dB/m)
Normal or
<73 FO~-F1 probable Minimal < 248
7.3~10.1 F2 Significant 248~-267
10.2-14.9 F3 Severe 268-279
=215 F4 Cirrhosis > 280

Notes for E (kPa) Liver Stiffness IQR/Median (%)[31
1.1QR/Median <10%: result of E (kPa) is very reliable
2.IQR/Median between 10% to 30%: result of E (kPa) is reliable
3.if the result of E (kPa) <7.1, the reiability is not affected by IQR/Median (%)

Confounding factors of an increased E (kPa)™
1. Food intake!® (should keep fasting for 3 hours before testing)
2. Cholestasis
3. Amyloidosis
4. Liver congestion or heart failure
5. Acute liver inflammation, elevated transaminases
6. Hepatic artery hypertension

Note: In view of the possibility of false positives due to the non-hepatic factors that can
elevate E(kPa) as mentioned above, the Baveno VIl consensus recommends that a second
TE tests can be performed on different days to confirm the validity of the test resuit. ®

MAP (dB/m)
Liver Steatosis

Steatosis -
Grade Severity

-----------------------------------
...................................

Normal or
SO0 Pprobable Minimal
S1 Mild
S2 Moderate
S3 Severe




“ May FibroScan tai MEDIC
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“ Cach do TE-CAP (FibroScan) va
TE-MAP (LiverScan)

. B&nh nhan nam ngira, tay phai dang. Pau do
FibroScan hoac LiverScan dat vudng goc voi mat
da vi tri khoang lieén swon 7,8,9. Chon vung gan P
twong doi ddng nhat, tranh mach mau va dwong
mat.

. May sé do do cirng vung gan hinh tru 1x4cm
dwdi bao gan. Két qua thu dwoc théng s6 TE
(kPa) va CAP-MAP (dB/m) la gia tri trung vi cua
10 Ian do thanh céng



DINM THANMH DIEP 4302

Fibroscan of 17/01/2020
Exam type M

CAP ™ E™

1 2 %2 45 &7 08 9% 0 $ 2 3 453 67 0 9%DH



**THANG

atant M -0

Nphing

Sucoess Rate 100%




BANG THU THAP SO LIEU

&> 1D &a HOTEN & tuoi & GIOMNH &b teFS Ffibrosca » CAPFibro . Sfibrosca . teliverSc » FLiverSca &> MAPLiverScan &> SLiverScan
& n & Scan & n & an & n

1 v 55 1 14,6 4 252 1 16.4 4 287 3
2 8227186 57 1 19,5 4 161 0 17.0 4 204 0
3 8068162 31 1 46 0 191 0 7.1 1 231 0
4 6961523 56 1 9,7 3 233 0 8.4 2 196 0
5 6041236 76 2 333 4 241 1 2¢.2 4 233 0
5 5530569 19 1 6.4 1 300 3 6,7 1 342 3
7 8209967 56 2 8.4 2 289 2 9.0 2 324 3
3 7040320 71 1 76 P 198 0 11,9 3 193 0
9 8226746 33 1 o 17 4 3 240 1 144 3 239 0
0 8226748 34 1 73 2 223 0 59 1 212 0
1 8227131 53 1 328 4 155 0 36,8 4 201 0
2 8161249 30 1 56 1 181 0 7.5 2 190 0
3 6342960 42 2 5.3 1 201 0 40 0 229 0
4 6424032 45 2 5.2 1 272 2 6.2 1 251 1
5 1752187 48 2 3.7 0 169 0 3.9 0 163 0
6 2842025 54 1 6.6 1 309 3 54 1 327 3
7 5378901 49 1 10,6 3 224 0 11,6 3 203 0
8 3155547 60 2 6,8 1 357 3 7,2 1 387 3
9 4929238 30 1 75 2 220 0 9.8 2 186 0
0 5871782 34 2 7.2 2 224 0 8,3 2 240 0
1 8221789 47 1 353 4 202 0 253 4 194 0
2 2688685 TIEL w11 new 45 1 6,1 1 202 0 7.3 1 187 0




Két qua nghién ctru

= Dac diém mau nghién clru

Descriptives
Descriptive Statistics
N Minimum  Maximum Mean Std. Deviation
TUOI 80 19 78 45,61 13,201
Valid N (listwise) 80

FREQUENCIES VARIABLES=GIOITINH




Gioi tinh

Cumulative
Frequency  Percent  Valid Percent Percent
Valid Nam 51 63,7 63,7 63,7
Nu 29 36,3 36,3 100,0
Total 80 100,0 100,0
L -
Gioi tinh

BNam
BN

T -'ham
51/29 # |

>t
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Két qua nghién clru

ri s6 CAP (FibroScan) va MAP (LiverScan) trung binh tai mé gan

= T-Test
Paired Samples Statistics
Std. Error
Mean N Std. Deviation Mean

Pair1 CAP cua may FibroScan 233,08 80 49,087 5,488

(dB/m)

MAP cua may LiverScan 236,59 80 53,404 5,971

(dB/m)

Paired Samples Correlations
N Correlation Sig.

Pair1 CAP cua mayFibroScan 80 853 <,001

(dB/m) & MAP cua may
LiverScan (dB/m)




Két qua nghién clru

Phan do NHIEM MO (S) cua fibroscan * Phan do NHIEM MO (S) cua
LiverScan Crosstabulation

Count
Phan do NHIEM MO (S) cua LiverScan
S0 S1 S2 S3
Phan do NHIEM MO (S) 42
cua fibroscan 12
2
0
56

Symmetric Measures

Asymptotic Approximate
Standa;d TS Approximate
Value Error Significance

Measure of Agreement 072 : <,001

N of Valid Cases
a. Not assuming the null hypothesis.

b. Using the asymptotic standard error assuming the null hypothesis.




W Nhan xét ket qua nghién ciru

. Chi s0 dé nhiém m& gan trung binh MAP cua
LiverScan la 236 dB/m, # CAP cua FibroScan la
233 dB/m

. Do phu hop muirc do ( ) trong
chan doan do nhiém m& gan giira hai thiet bi

The interpretation of the Cohen’s kappa coefficient

Value of k | Strength of Agreement

0.21 — 0.40
Moderate> |
0.61 — 0.80

Very Good




N Két qua nghién ctru

Tri sO TE cua FibroScan va LiverScan trung binh tai mé gan

T-Test
Paired Samples Statistics
Std. Error
Mean N Std. Deviation Mean

Pair1t TE cuamayFibroScan 9,671 80 8,1009 9057

(kPa)

TE cua may LiverScan 9,716 80 6,7847 7586

(kPa)

Paired Samples Correlations
N Correlation Sig.

Pair1 TE cua mayFibroScan 80 941 <,001

(kPa) & TE cua may
LiverScan (kPa)




Két qua nghién clru

Phan do METAVIR (F) cua fibroscan * Phan do METAVIR (F) cua LiverScan
Crosstabulation

Count
Phan do METAVIR (F) cua LiverScan
FO F1 F2 F3 F4 Total
Phan do METAVIR (F) cua FO 2 4 0 0 0 6
RCEED F1 8 28 4 0 0 40
F2 0 2 9 1 0 12
F3 0 2 9 0 1
F4 0 0 0 0 11 11
Total 10 34 15 10 11 80
Symmetric Measures
Asymptotic Approximate
Standard ™ Approximate
Value Error® Significance
Measure of Agreement  Kappa 632 069 10,414 <,001
N of Valid Cases 80

a. Not assuming the null hypothesis.
b. Using the asymptotic standard error assuming the null hypothesis.



“ Nhan xét ket qua nghién ciru

. Tri 6 dan hoi mé gan trung binh cua LiverScan la
9,6kPa # vé&i FibroScan 9,7kPa (thap hon #1%)

. D6 phu hop ( ) trong chan
doan dé xo hoa gan theo Metavir giira hai thiét bi

The interpretation of the Cohen’s kappa coefficient

Value of k | Strength of Agreement
021 — 0.40

61080 |  CGood >

Very Good




6 KET LUAN

. Do théng so6 TE-MAP bang may LiverSan d3
thwe hién tait MEDIC tw 1.5.2025, # 22.000 ca.

. C6 thé ap dung trong thwc hanh 1am sang thay
thé TE-CAP cua may FibroScan trong chan
doan mwc do xo hoéa (do phu hop ) va
nhiém mé& gan (d6 phu hop mdc dod vira )

- May LiverScan c6 wu diém nho gon, dé di

chuyén, dau do két ndi WiFi, van hanh dé dang.

Tich hop B-mode xac dinh dwoc vi tri khao sat




CAM ON SU THEO DOI CUA QUY BAC SI!
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