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Y ‘MWI 0|= FDAE ‘MWI'ets HIE ZEE SollM et 2t ZUEE AAH 5718 e
5t QUL Ol= HE 47te AT CPT FLLE NTAP TFLQt= REHO0| gl HE 23
HAHO w2 RCoitt, HME FE2YL ‘Monitor, Physiological, Patient (Without

Arrhythmia Detection Or Alarms)'E 39 ZTIth S Y22 Xlet ZLIHIS <ot

Ct.
BOD &=02 SOl MWI REO0IM S7IE TS 37IX| ARIE MWEAX TE SA o|F27|7] X|
617t &5, CPT 2E H(BDD: Breakthrough Device Designation)& &St Ht ¢l= HES0|QICH 10 gt
&g, NTAP =7t M% off SAt2| ‘DeepCARS'E ‘234 680] O/ FDA BDDE ESotiv|of SYst MWl 3E
S O ZHUEOlA £ S3ll 817t AAL XPL XSS o] 92/t Ho| UCH FO{X|= O|HO 2= FDAOA
CE HSS20 TAIMOZ BDD BE A| F& G4 HE EZ GlO[E ML HE U AN Z2EE B
HtE Al LHOH M EE QF, ¥S XMWY 3|7t PO M AAL 50| UCH EHH HIt EE T &
JINE Qb =Rl Jks o 4012 MEE Do) MMl HI B8N, &S 3ol 5o MX{Jh 2tASEC
0 UK UCE 0|0 &7t =L B2 CPT IC Wt NTAP 47t My £ o3 Qu
EolA CHE Yt MZESECH W2 JRAXQI AHutE SHOIst & QICT THERsC

0= FDA BDD €5 A| & &= olH
What can | expect from the FDA if Breakthrough Device
designation is granted?

If your device is granted the Breakthrough Device designation, you can choose to interac
with the FDA to obtain feedback on your device development through a variety of option:
including:

» sprint discussions,
» request for discussion on a data development plan, and
« request for clinical protocol agreement.

Learn more about these options in Section IV of the Breakthrough Devices Program
guidance.

You will also receive prioritized review on future regulatory submissions for the device,
including Q-Submissions, Investigational Device Exemption (IDE) applications, and

marketing submissions.
Rt2: FDA, 71252 2l MANE]
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‘05F OBS Medical9|
‘BioSign’

‘054 112!, OBS Medical(Oxford BioSignals)O| JHgfst Al NQIHX|g Skt ME A
2LEZ AAY ‘BioSign'O| FDA 510(k) 61718 &St ‘BioSign'2 AMEls-, SEE,
M, Aa Zote, " S 57HX|Q &Y M= (vital sign)E§2 7t5 Baet X+
OZ XE ZUEHYSHE £FMO|T CFE O, 24Xt QLIEZ A|ARMES LHFHO
2 SYHOF Sh= 2 DX E XS0 THe SHR20f &9t

FDA 510(k) &17t= 2|1& 7|=0|Lt MISat HWsto etddnt 25 2FEo

S 5SXM(substantial equivalence)g Z6H{OF it

O HQOIX|T, Al BHXHE AAZICE ELHEDH= 0| M2 FE-E0 /UAX

2 A=OoIACt 0]0f OBS Medicall 37tX|Q] XIE(Propag 200 Series Monitors,

Sonicaid System 8002, A-2000 EEG Monitor with BIS)2 HILHO| ‘BioSign’'Ql 7|5&

2 57 Y5E Aot MUS THSIALE. SREMES 22 UF OiH He2|etE Skt
% ADEQ0, LME(EEG) ZLIHE I 5
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OBS Medical ‘BioSign’ 510(k) At HIZ AMH

4. Substantial Equivalence
The BioSign™ device is substantially equivalent to the following devices:

Propaq 200 Series Monitors (K012451) multi-parameter physiological patient
monitors. BioSign™ is a software accessory to multi-parameter physiological patient
monitors and as such is substantially equivalent to the Propaq 200.

BioSign™ is an adjunct to a patient monitor and displays real time monitoring of
heart rate, respiration rate, blood pressure, temperature and oxygen saturation and,
therefore, the BioSign™ display is substantially equivalent to the Propaq 200 series
display, which provides real time monitoring of each physiological channel.

BioSign™ additionally provides a real time trend display of the data fusion of these
vital signs.

Sonicaid System 8002 (K992607) is a software accessory for the computerized
analysis of antepartum cardiotocograms (CTGs). It informs the clinician whether a
CTG meets a number of criteria that are indicative of a normal CTG .These criteria
were established by examination of historical clinical data.

BioSign™ is substantially equivalent to Sonicaid System 8002 in that its displayed
graphical representation of the fused vital signs is created by computer analysis and
provides decision support to a clinician in the determination of normality based on a
model derived from historic clinical data.

A-2000 EEG Monitor with BIS (K030267) is an EEG monitoring system that

Xt&: FDA, 7125 ¢ 2IMXIAE
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‘139 Bedside? 13 5%, Bedside Clinical Systems?t J{&tot 18X O[5t AOf CHA A EHH ZLIHY

‘BedsidePEWS’ A|A”l ‘BedsidePEWS'7t FDA 510(k) 81718 SS3UCEH oy £ MO AEElE &
H NS AMutd ©BE WO AA TSl AMA Q% (oxygen therapy), 85 L3

(respiratory effort), @& &3 &3+ A|ZHCRT; Capillary Refill Time) S 77tX|0|Ct. O]

€ 7t Yot ‘BedsidePEWS score’E 2A16H0] LKt HE{IL o MEfQIXIE T
g ==

510(k) 517t& Qo MEet FA HZF2 2M S7FE AT OBS Medical?l ‘BioSign’
O|AC. MZ HIxT MZFS 7HX1 A1, AWF a5 ZUM QZS Mg 2ret
HO| LIEFLEX] QkOt B17HE 2Sdh= Hlof HSRCt.

Bedside Clinical Systems ‘BedsidePEWS’ 510(k) A & MH

Table 5A — Comparison of Characteristics

Manufacturer - OBS Medical =~ - Bedside Clinical System Inc.
Trade Name Predicate New Device
' BioSignTM'-u-:_, " Bedside Paediatric Early Warning
o : IS System (BedsidePEWS™)
510(k)} Number K053112 Not assigned
Product Code MWI MWI
Regulation Number 870.2300 870.2300
Regulation Name Physiological Patient Monitor | Physiological Patient Monitor
(without arrhythmia detection or | {without arrhythmia detection or
alarms) alarms)
Xt&: FDA, 7125 ¢ 2lAMXIME
'189 PeraHealth 1848 38, PeraHealth?t JHEet HAY Y oF ZUET % o= oS AlAH
‘PeraServer’, ‘PeraServer’'?} ‘PeraTrend System’O| FDA 510(k) 817t2 &S3UCH £ 26712 W
‘PeraTrend System’ £ 250 ‘Rothman Index’(Rl)2ts X|&E THSD, O[0f 7[Wist0] SHXtO| MEHE &
LIEIZSID O|$E OJSBICt A0} CHORE #Tol pRi(pediatric RIS A4S0 24

of e&2tct.

= gt
= ad

PeraHealth= &7t &X}

PeraHealth ‘PeraServer’, ‘PeraTrend System’ 510(k) SAl X ™

Il 2o FAF A
GOttt & AtgSnt ORI Z dEY 55382

Z2 M I} ¥ ‘BedsidePEWS’'Z
QUSBSIH B71E SSHUCE

Subject Device

Predicate Device

Manufacturer PeraHealth, Inc.

Bedside Clinical Systems, Inc.

Device Name PeraServer™ and PeraTrend™ System

Bedside Paediatric Early Warning
System (BedsidePEWS™)

(without arrhythmia detection or
alarms)

Classification 21 CFR 870.2300, Class 11 21 CFR 870.2300, Class II
Regulation
Product Code MWI: Physiological Patient Monitor MWI: Physiological Patient Monitor

(without arrhythmia detection or
alarms)

A2 FDA, 7185 2| MXIAIE
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PeraTrend System
2013-05-29  Bedside Clinical Systems 'BedsidePEWS' 18 M| O[5t 40t iy ZLIEY 258
2005-11-04 0BS Medical '‘BioSign' Aol DQIYX|E BAH DLIERY 253
A& FDA, R, 7185 d 2lMXHH
< ‘DeepCARS’ & H=x OBS Medical ‘BioSign’
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Az Je, JI125H el MXAY A2 FDA, 71833 2l MX[4dIE
Bedside Clinical Systems ‘BedsidePEWS’ & 4= PeraHealth ‘Rothman Index Ha
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= AIBSIAI X|CTH
ia mole wiof pa— add TE(T)
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O|XHH|-& 0.4 0.9 0.9 0.9 0.9 SERRA 45 35 22 1.4 0.8
Q0| 0.0 0.0 0.0 0.0 0.0 SR 0.7 08 0.7 05 0.4
Qe as 0.0 0.0 0.0 0.0 0.0 7|EtH| R SXHet 0.0 0.0 -0.1 0.0 0.1
B4 9 2AIYEY 0.0 0.0 0.0 0.0 0.0  XREEA 36.3 25.5 29.3 26.3 52.5
7|Et -0.1 0.5 1.5 0.0 00 g% 135 1.1 11.1 1.1 11.1
HelqIxt2H0|f -149  -137 -6.0 10.3 343 OHQIMH S & J|EFHS 25 2.2 2.2 22 2.2
HolMbIE 0.0 0.0 0.0 23 75 HIIZ38RM 9.5 5.9 5.9 5.9 5.9
H &AL 2= -149  -137 -6.0 8.1 26.8 JEtR-S 1.5 3.0 3.0 3.0 3.0
FI1=0l -149  -137 -6.0 8.1 268  HI{SEAM 3.1 6.4 6.4 6.4 6.4
X|HiFFa0[9| -149  -137 -6.0 8.1 26.8 71288 23 5.0 5.0 5.0 5.0
se % 4 (%) J|EH|R S 0.8 1.4 1.4 1.4 1.4
=Y U 269.2 60.2 130.8 71.7 51.8  SxiBA 16.6 17.5 17.5 17.5 17.5
Io|Y LS =¥ 3| -6.2 -467 -2479 2111  XHiX|& 19.6 7.9 1.7 8.8 34.9
EBITDA 528 =¥ 3| -68  -52.0 -2983 1923 PN 1.3 1.4 1.4 1.4 1.4
XuiFF20lQ 53L& =¥ ] -8.1 -56.2 -2350 2309 2oz 80.1 85.3 85.3 85.3 85.3
EPS 528 x| HX| HX| =23 2316 J|EfXHR 1.5 0.0 0.0 0.0 0.0
OHZ£%50(218(%) 100.0 100.0 100.0 100.0 100.0 J|EPR O | ol 0.0 -0.6 -1.2 -18 2.4
FAO0IAUE(%) -1759 -103.0 -238 205 420 ojoiz -633 -782 -842 -762 -494
EBITDA Margin(%) -1590  -925 -19.2 22.2 428  H|X|Eix|E 0.0 0.0 0.0 0.0 0.0
XU == 20| E(%) -1795 -103.0 -195 15.4 335 XS 19.6 7.9 1.7 8.8 34.9
IS EH (oo 4o &) EXIX| T (49l &, %, i)
128 ZALIFRS EHE 2022A 2023A  2024F  2025F  2026F 12¢ BY, IFRS 8 2022A 2023A 2024F 2025F 2026F
gdes H3s8 -155  -13.6 -32 7.2 252  FTYX|H(Y)
gIl=0d -149  -137 -6.0 8.1 26.8 EPS -1,303 -1,034 -432 581 1,927
Hisigesol It 0.0 25 1.4 34 7.2 BPS 1,500 571 843 632 2516
SYRAZ 2] 13 13 13 0.8 0.5 CFPS -1303 -844  -333 828 2,444
SR 2| 0.1 0.1 0.1 0.1 0.1 DPS 0 0 0 0 0
X 2HyItE 0.0 0.0 0.0 0.0 0.0 F7ttH<(HH)
7|EH -1.4 1.1 0.0 25 6.6 PER -48 -406  -69.5 51.7 15.6
SAESIUEM B2 -0.5 -1.9 1.6 -15 -1.9 PER(Z|11) -149 =672 -96.8
OHEXHEL T (e 2 A -0.2 -2.4 2.0 -1.1 -1.4 PER(%|X) -3.8 -5.8  -56.1
T OXpArOZE A -0.2 0.0 -0.3 -0.4 -0.5 PBR 416 7350 3563 4751 11.94
O XN S 7| EFXH 2| B¢ -0.6 0.1 0.0 0.0 0.0 PBR(X| 1) 1290 121.63  49.62
7|E 0.5 0.4 -0.1 0.0 0.0 PBR(%|X) 333 1050 2875
JE3SE -0.1 -0.5 -0.2 -2.8 -6.9 PSR 862 4186 1361 7.93 5.22
EXEs H3sE 5.6 55 -3.0 -3.1 -3.1 PCFR -48 -498 -90.1 36.3 12.3
FYRLY FHE -0.1 -0.1 0.0 0.0 0.0 EV/EBITDA -48 -469 -704 358 11.6
QERLO X2 0.0 0.0 0.0 0.0 0.0 FQHIE(%)
FEIAO| &3S -0.2 -0.3 0.0 0.0 0.0 HIE e (%, 28F 3 2) 0.0 0.0 0.0 0.0 0.0
EXIRpl L A(FIH -5.7 13 -1.9 -1.9 -1.9 Y= E(% EEF ) 0.0 0.0 0.0 0.0 0.0
TS8RO A(S ) 93 5.4 -0.3 -0.3 -0.3 ROA -41.4  -443 -219 29.1 68.0
J|Et 23 -0.8 -0.8 -0.9 -0.9 ROE -703  -994  -61.1 788 1224
nReEs Hasg 14.3 28 -0.5 -0.5 -0.5 ROIC -3478 -368.7 -3349 8858 13769
el ML) 5.0 33 0.0 0.0 0.0 WExHHHE 5.7 5.4 12.1 253 24.1
X232 XpEAUCZO| SIHUA) 10.0 0.0 0.0 0.0 0.0 THOXpA SIS 68.7 56.6 80.5 72.9 69.5
T2 |1FAKEFHS) 0.0 0.0 0.0 0.0 0.0 EN IS 849 2215 1497 1997 50.2
tigaxl=a 0.0 0.0 0.0 0.0 0.0 =Xtd3tlg -37.8 29.1 =231 318  -57.9
7|} -0.7 -0.5 -05 -05 -0.5 O|XtE 4t -396 -15.6 -8.3 12.3 38.2
JE3SE 0.0 0.0 1.5 -9.5 L Nl 11.8 10.8 10.8 10.8 10.8
e N EIEE-ST 4.4 -5.3 48 -5.8 228  =XYU3 -7.4 23 -2.7 28 -202
Jlxsig % dgdant 43 8.7 3.4 8.2 23  EBITDA -13.2  -123 -5.9 1.7 34.2
U EIRS T SN 8.7 3.4 8.2 23 25.1 FCF -140 -14.6 -4.2 7.8 24.9
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Compliance Notice

o A= 78 31¢ WX “R=(338220) YWHFAME 1% Ol ERdtL UX| SHLCH
* A= & XA=2E JIBEXA E= HMBXIOH AR HISTh AMEO| %’iALIEF
* I X29 F8FAZMAE Xtz AP WM S X2 A= 7Y

=9 S8FAYE A HEE ERSID UAX| YSLIC
o 5 X0 AAE HBES 2elol oAS FBHH ergstn AL I‘='°| St AHo|Lt 2H9glo] RYEIAZ S gelguct

XA
o 2 RANEMXIREE PAS 2IMXIMET M2 £ U AR X HEEREH U2 AO|LL, FAPE O HedolLt ety g 28 £ gl, 8% glo] 9
Ho| HEE £ AFLICH
o 2 ZARRMIEE RIIEE EXE Qo HENZE SEHOE YA Mo HiZEEs HIOXE2AM, RIIEHS FF, B5, Uofel &2t &Y Sof
2ot QAEFEE MHOZ EXAL XpAIQ| TTHIE MU0 O|RO0{MOF 8th, FAts & XtzQ| W80 QA5 WXl Xl FXrHe| ZAnto| tHoto
O3t MAT X|X| AoH HE 2Mo|M ZSHE AL 2 5 glaLIch
o 2 XA BMIIEE FTOZ Qg, S|, MA|, HHI, W&, WY WY EWote SO WHo=R XIES Hilste FR0e 20| sto] Tl-FAty
Helg XA ELct
EXe|A HEUWSF (271H) SHFI 30| (2219)
SE mEst)
7
=29 X} EXtolA SHZ} EI:Z Bz i}
A FIICHHl M|
5 -11- iti 2 Hy -2, : 9
Hi 2023-11-09  Buy(Initiate) 46,0009 6 24.70 1.20 10000 , (@) 2x0} e
(338220) 2024-04-29 Buy(Maintain) 36,000 Mg -2234 -17.64
60,000
2024-05-14 Buy(Maintain) 34,0009 oW -1450 -1.62
50,000
2024-08-01 Buy(Maintain) 48,0009 k=]
40,000
30,000
20,000
10,000
0 T \
'22/8/1 '23/8/1 '24/8/1
*FIHe £HFIIE J|ZOZ 12|88 MEGIYUS
EXtol 2 HgI|E
71 HBIIE(6IHE) o4z HEIIE(6ME)
Buy(0f==) AISTHE] +20% Ol It 45 ol Overweight (HIZ2{CH) AISTHH| +10% Oy ZRnt==Q ofed
Outperform(AIE£=QE Ag)) APETHE] +10~+20% T2t Aks ol Neutral (5&)) APECHH] +10~-10% His Of4
Marketperform(A&4=2&) AIZICHH] +10~-10% 30t B3 of &k Underweight (HIZ%2) AIRCHE| —10% Of4¢ ?F.Ef 2 ofl At
Underperform(AE+=2E 512)) APSTHH| -10~-20% 37t of2f oflef
Sell(OHE) AIZTHE| -20% O[5t =7t ot ofldf
EXSE Hl& E4 (2023/07/01~2024/06/30)
O zd 0=
94.71% 5.29% 0.00%




