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A Study on Telemedicine Industry Business Model — Taking

ECG Monitoring as an Example
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Abstract

Population aging is getting more and more serious among developed countries, as well
as he extremely heavy medical treatment budgets. Consequently, governments start to
think about how to make medical service more efficient by means of information

technology; businessmen start to provide telemedicine service, in order to let the elder

live more independently and healthier.

A pilot remote health care project, held by the Department of Health, is moving to the
second stage this year. Many telemedicine service centers had been built in the
hospitals at the first stage, and now government is seeking for more hospitals and
companies setting up more service centers in Taiwan. This is time to check whether it
is a good business model worthy of working on, or there is a better way to develop
telemedicine business. Remote ECG monitoring is one of the typical telemedicine
services. Many people are suffering from cardiac disease in developed countries, and
there are already some successful business models in the U.S. This is the reason why

this study focuses on remote ECG monitoring.

This study takes into account technology, patent, FDA regulations, markets, and
industrial environment aspects. Usually, only markets and industrial environment
would be taken into account in this kinds of theses. Technology, patents, and FDA
regulations, however, may have significant impact on business. The purpose of this
essay, therefore, is to provide suggestions to Taiwan, by comparing the difference
between the U.S. model and Taiwan model, and analyzing two cases, LifeWatch AG

and CardioNet, Inc.

According to the above surveys, remote ECG monitoring is mostly used for diagnosis.
The key factor is the well-built U.S. medical system. The U.S. governmental health
insurance, the Medicare, has huge influence on remote the ECG monitoring industry.
The medical treatment system is open and well-governed, and suits for incubating new
products. Although the medical system is relatively conservative in Taiwan, it is

recommended that the Taiwan government should create some mechanisms that will
1]
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encourage innovative telemedicine services.

Thereare two reasons that make remote ECG monitoring services in Taiwan not as
successful as those in the U.S. Firstly, the services are provided by hospitals. Hospitals
are conservative, and services doctors are expensive. So, there are less innovative
business models, and the costs rocket high. Monitoring centers should be set outside
the hospitals. Secondly, patients don't “feel” the benefit from monitoring ECG
constantly, so usually they quit the services in the second month. Therefore, marketing
and promotion should be taking place. Services and prices should be more flexible and
cost-effective as well. At this moment, the biggest challenge of remote ECG

monitoring is business model, not technology, FDA regulations, or even patents.

Keywords: Telemedicine, ECG Monitoring, Business Model
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Fr & JTAPaRE gE

“3) 3 i€ 1% (interoperability) x4p B2 FASF L2 FRF F A Sadp F 1L -
BIEREAE S UFE AL FIR - RET > UE BARY > A RF NI
T e R LN IE‘}?ﬁ L ITE LT mﬁ%;ﬁ;‘ ok 2 3 i o RFERE IR &
R g r e TR AD e TRLAEZ B0 FRRAOTI R TR A
AR BET ORPEERLY T A R AEFEETE o wENZE 2R
S R R s F] TR F o

PR FIAP MR RS e R 2 B A s HEREL nk

(International Organization for Standardization: ISO )~ " & 1 # ¢ (International

o

>§

Electrotechnical Commission » IEC) *» & ®*= % 2 % p (International
Telecommunication Union > ITU) % B % R™% + ¢ 25 ehig e B A1 &
d ISO~IEEE~HL7 £ g% £ A ¢ (European Committee for Standardization >
4 # CEN) #adm & o

HL7 > % % Health Level Seven » = = > 1987 & » & 3R% 2 R a 13 »
A& - B & 1SO OSI i 2 = (Seven-layer Model for Open System
Interconnection ) m%ﬂ% iR 1994 & HLY & # 2 WA 7352+ € (American
National Standards Institute » ANSI ) -ikz% » 1996 # % K i iF Health Insurance
Portability and Accountability Act » HIPAA ) » %—Pﬁ B R R A R S HLT
Mdg A EARE 2 — o P A HL7 4 2aniR 5 & 5 HLT Version 2.x &
HL7 Version 3 = ik 4> e 2+ K AR iZ4x % 02000 # A WL F & & 4 » HLY
fesko £ e HL7 Taiwan » & 3% #-HL7 AR 851~ 2% - (%% HL7 ¥ HLY7 Taiwan
?%$%>

CEN = 23+ 10961 # » A Fp & 737 g R it i o Jp 40§ €48
FERRGE A & B oI f i) LR R 5 0t CEN ¢ »v 2003 # 3% = eHealth
Standardization Focus Group- 3% 1 i¥-] % 2005 & # % — » 4R £ » %>+ 2005 = 2010
£ ja bR J% Nz ik - 2008 £ CEN ¢ 2w T+ %84 § ¢ (European
Committee for Electrotechnical Standardization » CENELEC) ~ &' T 5 R 8 £4 ¢

IEC = 2321906 £ > d BT 4 1 4REF R € (Institution of Electrical Engineers > IEE )~ IEEE
His A0 B e u‘ Ao
> ITU % j%fg,*“ﬂ?af@ B R ¥ A

24



BEEREA LY ER-L T RIE RS B PR ASTREHINHAN

( European Telecommunications Standards Institute » ETSI) = ¢ 2% % R
T EITHTE RS o g3t 2010 &2 2011 & R A 2 > 2 o (4% CEN
T oes)

IEEE 11073 Health Informatics #-ik IEEE 1073 5 & + ?5 B 2R
£ RSHAE A AR S IEEE~ISO~CEN £ I 3 2%.(Joint Standard ) ( CEN » 2005 )
d Motorola 22 > /& F Ak mApE A > ¢ 3 2 USB & 7 ~ Zigbee ™ id 3
TRl 2 L8 F R BH PR o IEEELI073 P #h v gl ? - e
SHFEI T RENPRA

%7Mmmmﬂ’maifﬂ—%ﬁ&ﬁ»ﬂi@%%ﬁﬁ?ikﬁomd
2006 = & ;—-}@5135‘ BHERPF ST B AP &+ The Continua Health Alliance > F
7 BB s AR T FIEPN AP MR A DT W S 0T B el
BE ORI AE Y oo S B A R o7 e 2008 £ 2 i Continua Vision
One Guideline » “ﬁ 7 @‘} = |[EEE 11073 » & &% 24 & 3 * |HE ¢ XDS
( Cross-Enterprise Document Sharing ) » a2 ‘b Intel » Ff A B 22 2 g Ap

B 4] 2482 324 > ¥ 42008 # 7 7 4291 Intel® Health Guide PH6000 - Intel®
Health Guide @ % % RE® FDA ¥ » & N2 HFFERES 3 o

PERENMERESRFESFESHERERE REZF S JF AN E
4= World of Health IT Conference o *% & b s 4R ¢ » &7 #ba § — 2 4RIF 5 R 4R
*oo AR ARSI o 4o ¥ T3 B g5t n DICOM® « CEN % HER
k> th EN 13606° ~ £ 7 i7# 4 % B 4] Lih$ kA Bluetooth Medical
Device Profile ( # £ Bluetooth MDP ) » £¢ IEEE 11073 1 %] & & iv 4] 2 A =& >
LT g T W 44 B (encryption) #2333 (authentication) % > #4] -

Pl AR (8 F RORERRED 2GS G o B B e FEFEE o bl
Continua Vision One Guideline £ Bluetooth MDP @*} s IEEE 11073 » EN 13606
#2 HL7 Version 2.x 4p % - IEEE 11073 ¥ ¥2 HL7 Version3 4p % & -

Pk * RSB RE A o A2 4 SR > L RRIERE

® European Commission » % & [ 2 {7 i
" Integrating the Health Enterprise > 55 & 2 8 & 30 & = p o F2 = L8> £ 7 FREHS
fr:m;“m RN SR T A
% Digital Image and Communications in Medicine
’ Health Informatics — Electronic Health Record Communication
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AEm %»m"W%»m@ﬁ4$fmm AEF A 4§€ﬁ%£°ﬂ%%
= 7

7
BRI i%%%T‘W*%

AR RN ASFACTEI L D RA T AP Y

w
- ﬁf‘;\t
W

A 3 3 g F o

AR A FREFLETF O RREHRFNFLGE S BE EH RS
FoRrlert BTk St b > 427 HLT 22 DICOM #3# » i # IC iz if+ % -
RLTEHL LI FTASETF] BREREE Fr Aof F { Az AR e 24k
B Rl G o A FE o HART I AR -

0% %, i &r B ¥ A L % ~ 3 (Development Stage )~ = £ # (Growth Stage )~ = 34 ( Maturity
Stage) ~ % i34 (Decline Stage) - % » # ¥ & S-h1& » 3 o 48 & £ 5 o R 0w B HUN
@ﬁaé FEY GAg A SR EPARD L W LA RRE O RPUF RSN BRI LS LB
BEE e

‘ia
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¥ a&EEVIR
AE I EFHE E?lbh"\ﬁlf)%‘agﬁ A E AR R AR RIE
PE AL VIEAAM AL - d WARFIR G ARERL e ARE ER
23 FME AEIERE Y R ARG  BIERE R (R EAS) Y B F
REHFEEE  PFEERFREHEERPY Fak it 3 Ty
- EERC AR ERE AR FREH AR IR B2 SRR S 8
R

&
e THER AN EREEHRLE Y R I E HYEES PP

-8 FRER
HE R é%%«’rfvbt’??%‘agﬁmuﬁfg PR 5 8 &% F 125 (Food and Drug
Administration > { £ FDA ) » Fg K Bd Ho mF?)%B?H? @ ¢ & (Center for
Devices and Radiological Health - CDRH) #%F* § % > 2 §£ 7 7 FREG eN¥E 5L
FREMEEIR D DL RLEFRFEMFR wF AT o1 & 2R
# 5 FEfZRE 4 & & it s 5 1272 (Federal Food, Drug, and Cosmetic ACT ; FD&C
Act: CFRTitle21) > ¢ § FR EH b b A E e+ 12 SFHLE -

i SRFREHF AR
- ~ERRT

B2 A ML FRFHOBR DL ST L 25T 0 F R
FREHOASL GADHA L TARES T REH R T %
PG TR T BRERES ARFEAE RS SR LR DM
“de™ B & o

RAIY » o FDARI G &Y G gr 33 B 2 - SRkRER &
w FDA ¥ 2 Pg K B+ Tk :#5% (Investigational Device Eemption » IDE) ; H = %
J R I T AT o4 G d mil e ( Premarket Notification » PMN gt
510(k)) > %+ # 3% ¥ (Premarket Approval » PMA) & fd - A &+ 7 & F % &
HEF Bt J B J A Al @I T AAS T RP
* FDAZZf 27050405 AR MR o & HIRF -

f‘“ 2 *h 2 FDA 373 3% 5 % F 45 (Quality Control) 4p b R4y = #
(Guidance )> B 78 J&3% p ’ﬁ*]%#«ﬁfrlgﬂ}grm R F ¥ LR 25N e gk o
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BRLERTY GrAKRE M V- HR e E oo s T R KA
(Quality System ) #1— %> > ES Il B P gkl o NP chicdl o ¥

} MR

L2ERMFAEHE R

# R e mE

Quality System Regulation FEFF R EM DR S5 0 WA SR 3%
(QSR) Wi ~pETERLBET 2P

Investigational Device EFEATER Rk RACER A E ST
Exemption (IDE)

Premarket Notification A&t Ao R R S510(k)& PMA % &

510(k)/
Premarket Approval (PMA)

Establishment Registration R ZREEP B ¥ “ﬁ &t FDA iz
PP EEJQL T I2 0 BT E BN S

;ﬁ}.@” 4 AEARY AP B R 0 Dldee

Medical Device Listing Wi ¥

Labeling Requirements TREP > F P & FDA R -

Medical Device Reporting MEFRINFHEEHSET? 20 gL
(MDR) E%If%ré FDA ) £ 4F 4
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R -

Regista
Listiog i

L ARSI

CGMP

W7 ERFREHF R
TR KR AT A o
3L : GLP = Good Laboratory Practice; CGMP = Current Good Manufacturing Practice;
IDE = Investigational Device Exemptions; V&V = (Software) Verification and
Validation; QSR = Quality System Regulation.

SRR EHAREFHANA

%% FDA (2010a) {How to Market Your Device) — ~ «iz.p?

FV ez ﬂ;ﬁﬁ?a

Ewg%$ﬁ%A$@%#

# (Medical Device) %'

Y'2010& 272 1 pig2is

supplement to them,

a /_

+
L5 AR el B S B R EH 8 2

i B TR

ISR
H
1A
3

e

>
>

i
-
2
i
il
o
pess
e

,_:]_,_

’ﬁ’%g‘v}!,

#3200 > M F R E

v % 321(h) & BE > 4‘]35%“ B H AT
(h) The term “device” (except when used in paragraph (n) of this section and in
sections 331 (i), 343 (f), 352 (c), and 362 (c) of this title) means an instrument, apparatus, implement,
machine, contrivance, implant, in vitro reagent, or other similar or related article, including any
component, part, or accessory, which is—
(1) recognized in the official National Formulary, or the United States Pharmacopeia, or any

£ .45 RAd CDRH 3 32
b

v E e pE

&' 7 - 4z CDRH

(2) intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation,
treatment, or prevention of disease, in man or other animals, or
(3) intended to affect the structure or any function of the body of man or other animals, and
which does not achieve its primary intended purposes through chemical action within or on the body of
man or other animals and which is not dependent upon being metabolized for the achievement of its

primary intended purposes.
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R BFRFHLL AT AR

2. FRF R Bty
R ERESF S B EEIRE Y 5138 %R %Jﬁf&iﬁi?‘ ik
B Th%Es  FULZBER - BRGEM F L% o
B0 FLEF R B % 2L (safety) 2§ 2ot (effectiveness) " ¥ B
B BARE o Y R 2 A4 A o FR EH A 54 T L& FDA
fe =L ¢ &0 Product Classification Database
(http://www.accessdata.fda.gov/scri
pts/cdrh/cfdocs/cfPCD/classification.cfm ) ¥ F&z% o = fAk ' ¥ & 4 4o
-

(1) Class I - 4 4] (General Control) : ¥ & i~ 4 ¢ #'Jﬁ‘&l? YRR
PRk 2 e R CRALY BT R QR RNFRE
7 127%

(2) Class I # %] ¥ #/ (Special Control ) : “,ﬁ% 7§ & Class1 - #5g 4]0
&gt B & FDA 9737 Teng B & R S H 0 1 LR 2inaik
- &agg*iﬁ TR SRE LR DR
%?i s K ibirg BA1e60% o |t mIER L TE A oo

(3) Class Il + # = 2¥ ¥ (Premarket Application » PMA ) : — & k3 »
Class Il 1A & % 24 ~ 1454 a4~ fp B4t - é%j‘f,i’q B
L ELREE T A ACE T A AFE o v B3 o Kk
F B 8% o ipdt Bt A B8 FDA ¢ PMA 2 53 it 4 & o

3. R i
BAIRS AR EE AR BRI LR T g
- fE o

(1) + # =il & (Premarket Notification » PMN) » = ¥ f£ z 510(k) °
A4 ClassIT B s F A B WP A RBEELEBRF
(GMP) # # -

(2) + # m2¥ ¥ (Premarket Approval » PMA ) » + 84 Class III /4 ¢
80 & Class I &9 {87 fenF o B4 0 £72 518 510(k)
“"frﬁ ¥ Gtk 5 FIEEL
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Q) #FFE - LAFEFET - LpFInt & v LA S8
EFRP H o % EH 1997 & & EIWIL,:I—‘*W? PPN BEREEP - =g
Class I~Class II & 54 # % Fhos{mLrClassl A FEEF & -
%3JE%E’EE§Jﬁﬁ@E%F€é%%ﬁ(mmmy‘ip
(Registration) ~ 7% (Listing) e % o A &+ 3 &> 2 A RFP~+ L FHFHR
& FDA & & #t(Quality System QS ) & 4% # 2 %8 * 4 ( Good Manufacturing
Practice * GMP) fr7 % & Jiid 3 (Medical Device Reporting » MDR ) « ¢ 72 §& [§]

mEA S KA R R #

ﬁ\' ~ + 3 % i &+ (PMN, 510(k) )
- ~510(K)f A
d 3t b3 mid o2 995 FD&C Act % 510 & e 2o ¥ 4R i 5 510(k) -
%%%@AQ%%)*%QCM$H%%$ﬁ’H£$ﬁw&%%%ﬁﬁ@%ﬁ’
R ALY TR GREP Y s g R B & e .5mﬁ5@%§51%§%%5$’}%r?
T % I (Substantial Equivalence) | » v # ' PR TR RS o £ e b 510(k)
PRt o0 XN FAEEIIP R FAIAE LD o
S510)% A EB e HEREHLF L G 3k FRER TR TS
oo @ &% %4 &%+ 2 (21 CFR Part 807.92(a)(3)) > @ # & ¥ #PMA -
PHH AR R G F R EN Aw B W RIE R R F R EHE
BE BT B R Bk AR & oiE (F L B et 41 B (predicate device )
V51976 & 5% 28 pm e a4 E m% + (4% preamendments device ) &
1976 & 5 28 p 2 {5 > i PMA & 510(k)P~# 4 & 35 7 hF  E i1
FEP O FDAZ RAAPM WEwd > PR - WA T Y Gy s b
T4 B3R o ik BURSERSE § FDA ¢ i ° YR (21 CFR Part 820)
B G o RBFUSRMFALATFEQSRT -
f A& F - PR F IR RN L AR G L TR
AT S510(k) o £ F 7 & LATY 5 S10(k) R TFEILA i s > Rp Y Eild -2
FREMDE 202~ 5 52l FRIZFLRTY 5o

o
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CREFE RN AR

FW% FDA (2009f) milpt > T2k | 3 AThF R BH > 24 REVHE
HEF R 22 F onfd > HEHEE S 2L BH B F 0T Hk
o B * iR ~ ARl PN S
o AP * A~ AR L FDA (hF AL G Sl ARRTE 2R G
PORAL ) T PR EM S 2R Gl R w4 L B A

=3

FHEFRFE XD ALTELHAR R IPR R FER 2 T2 22
B ARF RS NAR T E AN A B R AR 2
Fort s GH AP AR S R > R H @ el oo

dLT AR TR R TSR WA F MR EF e S
SRR E SRR

= ~510k)% & ¢ ?ﬁ‘*\ﬁaf’
123 FDA (2009f) > 510(k)z % & %4 CDRH 2 = ¢7®+4f 4 4% ( The Office
of Device Evaluation > f§ - ODE ) £ &8 ¢} 3 %7 %3 K B :=m 22 % > % (The Office
of In Vitro Diagnostic Device Evaluation and Safety » f§ # OIVD) # # - ODE and
OIVD et e 452 HFHFLARE P Foficd P FE2FF0 £ 7 510(k)
2 FE S o
E510(k)° R A F A 0 ¢ R 38 F & 5L L Quality Systems (QS)
regulation> % = ~ = .?&%Ha‘ LE IRy - BB A SFE P fﬁ;{‘gﬂ‘?ﬁliﬁ
BE DL QSH A B Ko FycF CDRH & # ¢ g idid &rts > ¥ éﬁ—ﬁﬁr‘jfc
B hefrds o
SI0(K)¥ g fon A 5 = fi > R¥ET A (X 98) AT e
1. @Y 8¢ (Traditional 510(k))
d 21 CFR Part 807 %%7 ¢ ’j“" 90w A arg 510(k) R

2. #u|Y FE i (Special 510(k))
oS00 A SERV AR £ BB AR RPPE RS R
#PE > T3 LW F #1424 (design control process ) . 4E & B % (F L

P'ri\z"%—7<7,, %gﬁpfﬁr»‘ 30 % o
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3. @it ¥ R/ (Abbreviated 510(k))
% FDA @ £ 4pll 2 52 4531 % ¢ (guidance documents ) ~ # %] § 41
('special control ) # ;2B % %2 (recognized a relevant consensus
standard ) PF > ¥ H B3 £ R R GFRAFL 2 2 7 BRY GRIETR
zZ B, FHEHAFPL X -

1295 FDA (2010b) = & 2 #dyz > 2011 & ¢ ’LSIO(k)m’fﬂE”’ * 5 4348 %
oo B~ BB & FDA f%iiﬁ%"%%ﬁ (ZMGREE) W RE LD 2D

PR R ATIenpA o £F 2174 4

% 32011 # FDAS10(k)% & % *
Applicaton Standard Fee | Small Business(<$100 million
in gross receipts or sales) Fee

510(k) $4,348 $2,174
F#L & © FDA (2010b) -

1+ @ w 3F ¥ (Premarket Approval > §§ - PMA ) £ 2 W= f& 1 7 227 Bk
fech— 30 > d 2L PEFTRAEFR > € SRS FRBEHORE S A o

124 FDA (2009¢) #mf »PMA 2 & » %% % Class Il F 3 B2 % 212
2ok FE R Z FEBH Ok 'wRF 0 2 f 2R CFR21 Part 515 2. 2>

Vi PMA B L ERFBPN A OTR ‘ClassI‘ClassII%’%%Hﬁ%ﬁ
Bl 5107 * kA S 4 3 Y 3 PMA -

PMA cng AFFRF R AT 5 180 % » e b » 1o g e P F € { A
Y Pz & v o FDARPEL QR 4Y spheh> B g2 R FREFREF
%4 (filing review)fs » 4 & 7% » L F =5 2 2 L% % (in depth review) » 518
FDA #3539 /] 22 (FDA Advisory Committee ) % % I #%& 1142 2% (panel review) °

Bofoil v PMA ¢ W B AR TF A2 o
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:\PMA%E@%%%

FDA (2009¢) 451 » ¥ 3 PMA ' 1 & f & (7 5CAE /e b e 30 4 enf
B2 PR e AEF7 D4t o 4ok PMA Y %— . 7 administrative checklist
P E RSP FDA §IESY F 2 AL - HFANF 40k PMA Y 38
ZF ookl 2 BAPERIENLP 22 §ERPMA AFEEFT ¢
LIRS PMA Y G R L fRA T AL R B MR R - R F s
o R LR 0 2§ R PMA aE T B N BT o T Y G
FRLLY > FmPELTE S ERNERS O AR FIPMBRFELLT
PR BT B AT BRI B A TA A AT B & FDA Bpsl £
(Guidance) * # &2 3 53 RA ~ £ ERE IR ERF %550 o

VA AT T AR REPIET R ARARRTEERARRT A
BpoR e FARBED Lo - BMREP F 3

M

1. g A
HAFRRA 5 & 5 Bhh 2 AR T 0 %R 2P FDA de Lk p 27
SRR RBRTIACE c BEML U F I REL L ARETHRETRR T &S

BRsA o
2. ARAEE &I FRG A
PEERAS S FEAA B A TE L EE A B g R A A

AN SIEES R F - a oE R AR ek Rk
7% ¢+ & 21CFR Part 58 % &-2LqRk t@ 5% B 2 3 (74> (Good
Laboratory Practice for Nonclinical Laboratory Studies)2_ * 2_ o

3. EhEmoE
PR E R E X 2R TR AFE B B

X2 E T~ )?5%”“‘% > }F\ié——\!ﬁ:‘ R P DI VAR &
P M7 ?5 K B 7k 7% | (Investigational Device Exemption, IDE)

WERAFEL > TF & IDE R o
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FIEMEA £ BN ERE R L o) e d AmEEilR

ALY g 0 2011 £ 923 F E A~ 0 A 510k 54 B 2+ o

>

%

—

PEEY LTS REALL L LEF I 59075 % 0 FiEF £
e

AEFL® - ¥ G PMARELE " o (FDA,2010c)

% 42011 # FDAPMA ¥ 33 *

FY 2009 Device Review User Fees (U.S. Dollars)

Application Standard Fee | Small Business

Premarket Application (PMA, PDP, BLA, PMR) $236,298 $59,075

First premarket application from firms with

Not Applicable | Fee is Waived
gross receipts or sales < $30 million

Panel-track Supplement $177,224 $44,306
Efficacy Supplement (for BLA) $236,298 $59,075
180-day Supplement $35,445 $8,861
Real-time Supplement $16,541 $4,135
Annual Report $8,270 $2,068
30-day Notice $3,781 $1,890

F#4 %R : FDA (2010¢) «

£ . ¥R EH A 2% (IDE)
- ~IDE @ 4

¥ % ®+ 75 :#% (Investigational Device Exemptions » 2 * ff £ IDE) > &
BT F R BH LM% w0 ¢ iR 21 CFR Part 812 IDE Regulation P~ 1% 2
Prle A MATRAREHEL T Y FPMAFT 5 fes 510k E R f
i {7k F% o (FDA » 2009a)

Pk BRI F Y AERR G L BREEE AL E ARG
(Significant Risk )~ & & + k *& (Nonsignificant Risk )» ¥ FHPFF 5 7 I 3 2o
MoF R 2R Mk BT M EERRAL > A REREFY TV RF O BT
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HAF AR S GHT D PR EH o AR Rk e A BEHET
i+ & FDA sp B 2R 2> wHir'Pf}%‘ B etk 7> 21 CFR Part 812.5 ~ % Fé‘—'k
F & 2 (Informed Consent) . 23t ;% §50 ¥2§56.109(c) » (FDA - 2009a)

= ~IDE ¥ #&#
4 TR 8 4 Y TRk RSk T F LS4 # 4 21 CFR Part 812.2(c)
fﬁw TR R AT L A FA B LA Y T R ¥ 24 FDARP

~ ¢ Significant Risk and Nonsignificant Risk Medical Device Studies > 2] ¥73% &%

B E ARG B A hs o2 i RmESRGI Y*B"ff»"@%é%%iﬁg
(Institutional Review Boards » IRB) 37 ; % 3 £ ~ h '® 2§ % » &V 3 IRB [*
R Ie P FDAV';J%‘;‘F? ’FDAﬁ#’er_?)O*F\;{E\%E R IEFEE N R D

¥ (approved with conditons ) ~ 237 = fdid-% > FF LS55 2 3F7 > ¢ W
A7 & 21 CFRPart 164 /1 82k c AFDA® IRB £ p b= % &> Flra > % &

FERAC- R ¥ G AR PR IRB & FDAFY 4 727385 o

TERFBAFAYRHT l_g_
{ 23221 CDF83122(c) )

%

A J
JEN 8
{ 7 4% # FD4& Gudanre )

N\

¥ A & ¥ A
{ Significant Risk ) ( Sgnificant Kisk
h 4 ) 4
RFIRBAFDAF T BFIRBHT

B 8 *# E3) ¢ ’L‘ﬁ‘?’}% Fé‘:%? FV AR
?T\;fi %R : FDA (2009c¢ » 2009d ) -

> 21 CFR Part 16 4% = REGULATORY HEARING BEFORE THE FOOD AND DRUG
ADMINISTRATION
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IRB 3 45 21 CFR Part 56 = = ¢4 #32% % 4 84 > %P 21 CFR Part
SI2IDEAp ¢ i RF A M2 EH A Mtk A7 H 7 iRz G fEp KR
IRB £ £t 38 IRB#H & i > + = IRB %+ FDA# 41 ¥ 3 & FDA ¢ %3
# % IRB % i 21 CFR Part 812 :£17% 4 o

w FDA ¥ 5rE < b 'G5 2T o R T TRA T ER TR - R R
%iﬁm?ﬁ&@A&%@%AEﬁmﬁ Y g FDA @ %R (7 N2t
T ek 2 E P & FDARE -

EARIS 8 |- E RS

s AR A

FDA (2002) 45 1 » £.1992 & 3 1998 & § B > ¥ 3213140 & F o B %
B 242 (77%) Flagcka ¢ FApe o HY 192 (90 79%) il
SRR g RﬁW%&{,ﬁ%%ﬁﬁﬁﬁﬁiﬁﬂ%’%@%
HE 2y £+ P o FIP A 1996 & 2 G oeni Tk S g (Quality System
regulation )*# - & }‘»%’“%31%‘ B - IR gk o B AL T LF R EM g g o
Hi* 2 AN AP EHLEAS T2 0t ?Kfﬁié $ic %8 B+ (Software Device ) °
JB 15 & sk Fx o (Software Validation) & f o

\“’r

PRECRRRE 1SRG B RGRARS o AL TR ECRAE T Y o e RARGL e
WARERR e ¥ BT AARF o F MR T AR ANk AL 2 4 o
AR P AT AT B G JFd R R R R
W B o

R FErcd B ¢ 73 BIEA ¢ %k (Verification) #2730 (Validation ) - 18
FHELONES TAFRE - BImaid s » cRAFPFERY FF R AT
PEFABFLHWAD P BEFLOREL TEF B RFASE > AT
GREAEY 05 BATHBCE LT AL AR S R B~ Ginput) 2
(output) %% » £ #2358 —% - (FDA » 2002)

55 FDA B> il mescshdy 3l 59 2 ¢ 4

3 v, . .

FHmp ¥ %% Title 21 Code of Federal Regulations(CFR) Part 820, and 61 Federal Register(FR)
52602 -
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1. Guidance for the Content of Premarket Submissions for Software Contained
in Medical Devices @ 1998 # 2 4 » 2005 # z2%% » 4] 77 2] T 5048 92 58
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T 3 2009 & (%) 2014 & (35t ) CAGR
Global $ 2.6 billion $ 4,3 billion 9.6%
u.S. $ 968 million $ 1.2 billion 4.7%
European $ 410 million $ 468 million 2.7 %
Asian $ 469 million $ 814 million 11.7 %
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® 3#--2007 & LifeWatch 4& 11 58 g s T 8 RIPRAE > 3 3 F B# 7] %3 2008
EATRRAFE LA MEIRAT £k > EA A L& P ERIFERRT R
(wireless monitoring ) sFPR#x7 » & >+ 2009 # d Card Guard { % 5 LifeWatch »
oo B HEERLH O FEERA G
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B~ €& A v R G A 2 e B0 2000 £ &2 2001 £ 2ok R Kk st
WHFE R S FHRAREL R B g d 0 g e & o e 22001
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%% F 4L ¢ LifeWatch 2000 # 3 2009 # & & 3£ 2
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MO A EIE A LifeWatch AG F & e =k (3 3k - hitp://www.lifewatch.com/
H

9# 3% 16 p )> 2 H 2000 & % 2009 & & B4R 422 FAL o

Ei
RN
pant
“J—.P
).3
©

2009 & LifeWatch i & & F-B3pRGE¥ A 5 00T v 3f o

e Arrhythmia Monitoring (= =% ]) : 12 LifeStar ACT % 5 - ACT
Ambulatory Cardiac Telemetry %58 > & 78 5% g gbw T BRI E > 30 %
240 pER BRETRIE o R BIEL L HE T2 % 0 2007 £ W
% 6,000 « =t ig * > % 2008 & & I 31,931 4 = o 2008 & # ~ FRi* - [l
fa 41 Atrial Fibrillation (AF) and stroke patient care program> ¢* PR 33 7 2009

= £ 86% o

e PMP4® Wireless Healthcare System(i 4% iz & P iE 5 5t) 1 - 4 £ Hp 4 12 8
RERRAE s VEMOPIEED & ZHE 2B - 2 BT v 0§
EE - EplFaddpisd 248 PCy £ B |JRE7 <« (PMP4®
Web-Based Medical Center ) 3% ¥ & 3% i i * ik L REE >R TR
e R ke o ﬂ_ B H =7 15 H T E (Web Browser) ki
yER:L S X SRR

e NiteWatch Home Sleep Testing ( % P& f& k] ) 2009 # 38 &) > # 5 4
foA RS SR PR EPER Y s TR R B § g
F 2 pER LA o

o 4E MBI WA R ki 1 2009 £ § fx 5.5% -

Z W HE

LifeWatch AG f 3 5 % R & RE PURIAE FRF -5 £ B s 2 e
@E?@a?%%Wimmwmﬁﬁ%iﬁéuﬁﬁa%éﬁ’nﬁﬁénﬁ
M H G g enif B S TR 5 P 1502009 # LifeStar ACT T ik 4§ 4z 75% -

2 LifeWatch AG(2001) - LifeWatch AG(2002) - LifeWatch AG(2003) - LifeWatch AG(2004) - LifeWatch
AG(2005)- LifewWatch AG(2006) - LifeWatch AG(2007)~LifeWatch AG(2008) -~ LifeWatch AG(2009) ~
Lifewatch AG(2010) -
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P % @G LifeWatch 2 & p 87 3o & % R0l RO MORERFR £
AGERFFELAL OABEFALELTFAFHEZL T EERBY oK
BJRF% o LifeWatch »t & B4R 2 ¢ S @A BAD A WG R A hEE AT
T E A AR R e R RIE RIPRAS 0 - EELIER S B o

e
i 2000 # & RARE P o vUJRGRSHER-T H-3] 4 5 Hospital ~ Physicians
IDTFs = < #.» @ Lifewatch & ITDFs @ % ik 5 20% » ik > % < 5% RS 3

7% o
. IDTFs 33 % . Lifewatch 20 %
iy B
Rl 23 LifeWatch # 3z =& 3 -1k 5 & [f] 44 R
%4 F 4% LifeWatch 2009 & & & 45 2 -
T~ R

i% i & L 2001 & & P LifeWatch, Inc. B~F:d g > LifeStar ACT =px & ¥ %
2% &8 e (Cardiac Center) ~ p ﬁigﬁ R Hﬁsj}%gﬁ BF oo B E WU ¢k en
R Fo R {%‘%E" & TR g b LR o

< et st

LifeWatch 1 & 4o » k p § 4 g & ;sz‘ﬁﬁ Fp At es (7 B 22 ¢ Medicare) -
F+ A it 1 69.6% > ﬂ“{f,‘j—?ﬁf}%ﬂa‘?’ i 24.0% > p F IR &k 1.2% o Flet 0 2009
£ 9 A FFCRE MAT IR (L1283 E AR 1 754 ) ARG D
PR E T 3% K 20% 0 & 5 LifeWatch & < 4% o & $pt pe ¥ > LifeWatch s
OSSR LR R AR AT R R RS

® &< % Tcardiac monitoring market | % LifeWatch & B4R 2 ¢ hz % ¢ > 7 "3 # ﬁ%ﬂ@lﬁ%]

i e
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A% > %2009 £ & AiE B K

Commercial 69.6 %
. Medicare 24.0 %

Self Pay 1.2 %

Other5.2%

@] 24 LifeWatch 2009 # 4z » X ik [F] 44 ]
%4 F 4% LifeWatch 2009 & & 7 4F 2

W

AR E R
A & LifeWatch 3 B £t v 2 S o s (1) 4‘15&]}/{}?‘?}_?&"? “a(2) 2
AR EFHE(3) 5 A EY S (4) mamaS Ho

"Fﬁ'i’ +4\:531}/{7\TF&§ Hkowm o p’féé&‘,ﬁu@]gﬁ&j‘&ﬁ B N R E 2R
(Health-Care Reform Bill )4 i 4 Bl 5 4 2 F23 iE ffeee 2 k4o & F 18 g e

T”LL 2_¢h 5 2008 £ % > TR pEE o FREL BT E 0 2 ARA 2 R
B oo TR A S gad o 0 F RS e K o LifeWatch § 5 B
medical boards » 4 B L E f F R F A S+ 2 F 0 WA fFFESF 0P o FA
2008 & 4 ) = ¥4z 5 LifeStar™ ACT HI Platinum » 2009 # 4& 1) 7 12 g3 5 i3
o458 o0 LifeStar ACTEX o % = » & LifeStar ACT ~ jg = # {5 » &% F hk
¥ Pl oAz oo dg ) A RrEERGREE T NiteWatch |0 2 2 ik B J}% 5 B u)
F& 41 4% %] PRF% » )4 T Stroke Patient Care Program |~ AF Patient Care Program | °
B fs » LifeWatch 3% %' @ a0 B 5 4% » 2010 & &% LifeStar ACT & % &=
PG ERA I TS e PR o

%~ BEES R BT ORI PRIFE (TN
LifeStar ACT gk 238 (5458 ¢ 3 T 7] BIF&
Lod F2HmbE it LifeStar ACT PR -

2. LifeWatch /EEFMI’% B ikt £ LifeStar ACT PRF% o
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3. LifeWatch #X % # X% pmk pl 24 P FRF TR (THR2 )
o T B R-E R R R TG T £ 48 g 7ok st (Cellular Phone
Monitor) (TR 23 ¢ ) 4%k B RSB IB R 0 p RoRste T R B
Il > %= BF ¢ o (LifeWatch Monitoring Center) 2. - » & 8 > % i
PREETERFTAHBED Y 0 R R B WF o w4
Fw W oo

4 EHPCEFESMBRCRT TR

5. LifeWatch #-4 73R 2 Fi2 L F 4 o

6. LifeWatch = 75 8 dhikrs o 2 &;J:fﬁg LR R S I

® 25 LifeWatch LifeStar ACT 2 &7 % Bl
%% FHL o LifeWatch 7 & g3k o

2 vTRERASFEREIFE

v LifeWatch .7+ + = @ &4 " Card Guard ; ~ " LifeWatch | ~ " LifeStar
# % FDACDRH F# & (http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/search
[search.cfm > ¥ % p # 2010 # 4 *» 23)> FF 50 £ FA4L (£ T4 19)> # ¥
LIFEWATCH SYSYTEM, INC. ¥ 8¢ Fr7s 8 (Anesthesiology ) 48 B » = 1% 1986
£ 3 1987 &% & /e WoHE Ay AN F:CIY)I*M PRS- e 46 58 A SR (T

g e
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% 19 LifeWatch %51% Rit¥z S5

M4t M4 P 7B %(E‘ Fo -4 i)

Card Guard BB 2~ R+ 27 CARD GUARD SCIENTIFIC SURVIVAL, LTD. —
o 46 5

LifeWatch REBEH~F 22 & LIFEWATCHSYSTEMS, INC. -4 &
7

LifeStar SRR - i 0%

FH kR C FDA > A § I

LifeWatch 2 &34 i ¢ 2o TR ~ ML ~ it~ 2 Ry~
RIER- L FEREREIAFAFH T HA6HASY £ 2652 <THG

B s “,f 767 1998 & rza ¥ K ﬂ B oE P SR IR UK B R 5 R
BNV G2 BRRER A BREFE N d BRI P T3t

-

wm oo

-~ % - FRE- ﬁ?‘”@@wl"lﬁﬁ_
AP AR 3%
BMXENE (RETES)

CG-TOX0 D

CG-T100 axs tu
CG-6106 {event monitoring’} ari Receiver

CG-6550 (zom-trigger) AR 2 g Regsiver gg;i;‘,’u

BEBAEME (RESK)
King of Heaetx Expeess®
C(3-2206 (event monitoring)

e

] 26 LifeWatch % — F# BLPRG% & So78 15 )
FH KR AT FEIE o
iHARY TR RIECTRE B LRI o TR
HFHEETHRGEI T - R Rt B B BE TR S
JRFZE S TG T @ OF ehfici RN o

-0
f

FoREDCTRF MG S S - AR THRYEHRLAR Y
B RABEAR  EF R AR T AFRR T 5 CG-2100 B
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ﬁo%?CG%wﬁﬂﬁﬁﬁﬁﬁ%?uﬁiiw’iﬁ%awﬂni#ﬁu
T BlesT ko B § Bt 4e CG-6106 ~ CG-2206 5 + # ;8 AR E H 354 B >
AL R IR RT R &7 AL kL s

TR AEFDA L 28 BT W MOFREH 7ALY PR
Bl: ~ PRIS:BEC A 508 X 8F o 8- # A 17 FDA B 1> 2 0 ¥ 10 #4 ik &
AR At (247 £ 20)°CG-7000 455 % - & 5% > CG-6550 5 % - &
St o b AT B BRI R Y S TE F A RV H AR TR
T b AR R PR A Y TR o %W o SelfCheck i 57t G
CG-7000 =z 1 > ok At iz CG-7000 & 71> A & X w] 5 25> * (over the counter >
OTC) "4 » 2 FF 2> TV H] 8T 2 AR LB FF AT
% o CG-2206 % 7| #h Al b ik k3| 27 F o HAlE LY o H¥ CG-2100

% CG-2206 enig seik » H el & 4% 'ték e o King of Hearts® Express [ 71| p
BREY OV UREREPFT > EET AGN o TP EA TR HiFe
S VeI o

Tk A TM2000 (KO13175) ¢ 7 - &< ®~- PC~ - iz > o 3
B 247 > pRAFY CHafRic B~ T o VBT R B~ (AT
7 & @ﬁi%l:u TRIF AL o % = Sy % 5L TM2000 Model 1 (KO013879) » #% = %
eite 2 S0; S AR TIPS PN 4o i}?% N RN T X
@ p i LB [ BT IR T F o

Yotk FUehEF AT 582 kg FDA v i it predicate device ~ # il 0 #2444
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# 20 LifeWatch AG % - FFEo< 7 B3 % 3088 5 4t

B | PHER AR 510(K) %
& | CG-7000 k3] : RIE2 @E < TH - RIEFEEFFED
7§ | 1994 CARD GUARD, MODEL CG-7000D ECG K942704
7 RECORDER/TRANSMITTER
s | 1996 CARD GUARD, MODEL CG-7100 K964836

1999 CG-7000DX ECG RECORDER/TRANSMITTER K993799

,4,
:
Bl | CG-6550 A% : @ FEm s amp b8 Ep ¥

¥ 1999 CARD GUARD, MODEL CG-6550 K990478
2000 PERSONAL ECG TRANSMITTER, MODEL K003220
CG-6550
Self Check & 5| : #t 4% 02 CG-7000 % 5] OTC 4=
2001 CG-2211 SELFCHECK ECG TRANSMITTER K012223
H
1996 CARD GUARD MODEL CG-6106 PERSONAL K963811

ELECTROCARDIOGRAM ("ECG")
TRANSMITTER DEVICE

1998 Card Guard Model CG-4000 Pacemaker Data K983026
(PMD®) Transmitter

1999 ECG MINIMONITOR, MODEL CG-5000 K992696
o CG-2206 %3] : &5~ ] » iz
& 1996 MODEL CG-2206 PERSONAL K963725
b ELECTROCARDIOGRAM (ECG)
"~ TRANSMITTER DEVICE (MODIFIED)
= 1999 CG-2100 ECG TRANSMITTER K994009
Bl | King of Hearts® Express % 7] : rigi¥ o8k > ¥ ¢85 10 A &
7 2002 King of Hearts® Express + AF Monitor or TBD K020825
23 1999 TELEMEDICINE 2000 K991307
(ke 1999 TELEMEDICINE 2000 K992164
& 2001 TM2000 K013175
S| 2001 TM2000 MODEL 1 K013879

FAL kR FDA > AT Y KR .

®> Over the counter » & /¢ FE A T RLY
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preb s T4 21 = g W oFle pER 4 ik > FDA T E 2 LifeWathc AG F =
by haFaFT A o FDA 2 54 # % 5 DXH (Telephone electrocardiograph

transmitter and receiver) > Ja iz 4 % 20 A Sz W £ o

% 21 LifeWatch AG & # < 7 B3+ (1998 & % )

PHER A& R 510(K) % 55
1991 CARD GUARD, MODELS CG-6000 & CG-7000 K910884
1991 CARD GUARD, MODEL CG-2000A K910451
1992 CARD GUARD, MODEL CG-9000 K924486
1992 CARD GUARD MODEL CG-8000 K926515
1993 CG-1000 PERSONAL ECG TRANSMITTER K935909
1995 CARD GUARD MODEL CG-6500 K954350
1998 CARD GUARD, MODEL CG-2000 K882290

FH kR FDA s A5 § K

S i r’gbﬁ;—gtfi@ﬁe?] ~ i E R

B 7% 25

I | it | e (PMP4s Webrased Medical et )
| BCGEMS (REX) E § 823 i
| Coetoe : SEREY Ll Mini Receiver CG-3250 |
E CO-2206 ] ! Line Receiver CG=3100 M !
i i = x|
| ECGRME (HE7) HEANRE 5 -
i | co-oopxBTECG : ! "
| PP SelfCheck FCG ——)ij!L oA : i L ®
| e e [T e ) M, |
. P : PMP* APPLICATION |

] 27 LifeWatch AG % = Fg £ pR4% % 2% ]
TR kR AT R

CHEA L0 BT ERABE2920 TS TR BHEL BICE
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R ARG =
1L s RRIY e r 7S
2. BAGH  FXNRALIRAY 7L BT ORI
S.ﬁﬁﬁﬁgﬂw%ﬁﬁﬁ@ﬁﬁﬁﬁo

"

LR 250 i E T E W S e R A Rl S e
%i‘a #5-7@%“’”%% °“"¥LE€]; ﬁ@f? ’ﬁﬂ-gf}«;ﬂlﬁﬂ]@ﬁ%izﬁ/\;ﬁm\i
ak

-2

R 2 XY L BERFREQEIRY v Jhd IR T RIRES
FoFE ORIV UBER R R 0 7 AT
BPRIAECN S o ’;ﬁd i Hopkes LifeWatch £ = f2 5 PMP( % = &4 % PMP4)
FPRIAHEN (FE P 4 BB R ) HERT pent T s RERE TR
B B iiﬁﬁ’ﬁﬁﬁﬁ@%?ﬂﬁﬁ@% BAT R S AH @ LyF
¥ o4 1 2t @R o (PMP4® Web-Based Medical Centre ) - 1% i — 4%
mﬁﬁi$mﬁ’%€%&$ﬁﬁ%4@&%&’*ééﬁ%%ﬁ%ﬁ%go
ZA A 2002 E 0L{S B ALY S R ER Y #gyﬁgﬁq%;}%%ﬁ S TN
P BT L 220 LRI E G =5 aur"iIEﬁ‘_T"tﬂi §oA S FT e
% = 78 HealthePod % 2008 & g7 ¥ » #-5 G4 M 4B £ h- BREF Y -

pw)

=

G T L RRE A S M F - PREL AR A BRI e~ T PR B A M

ST w S PIRE JAY 5 A F TM2005 4 45 W+ 155 5 PMP & 7 4
#5482 L5 Hpe PMPRAER ¥ -
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4. 22 LifeWatchAG % = FFE< 7 B3 % f08 k5t

B | YHER | ASFH 510(K) % %%

2 | CG-7000 47| :ipl§2 @2 < T W RERFFHNEY
7 | 2005 CG-7000DX-BT ECG K052556
E RECORDER/TRANSMITTER

Self Check % ] : #k 3| # iz CG-7000 % #]¢ OTC #%

2004 PMP4 SELFCHECK ECG K042254
B | W CG-22060 4e » 54T pdk o ~ 8% ¥
& | 2008 HealthePod K083174
;Y
# | 2002 TM2005 PERSONAL MEDICAL PHONE K024365
IR CENTER
£ | 2002 TM2005 PERSONAL MEDICAL PHONE K024365
i CENTER
| 2002 CG-500 PMP PERSONAL MEDICAL PHONE | K023689

SYSTEM
2006 PMP* APPLICATION K061428

FH kR FDA s K47 ¢ BT o

BASME S G RS ERDCTRFES - BERAET S R FIRE

PO S o b r B F RIRBenst iy o 12 TM2005 3 0 > B Hoilim & 4% s o

N g Fe B~ = G B ER

_________________________ S . . I—
P +HEE | ; ;
; HCGEXZ e (REoH&B) | ; Fm s ;
i | ©G-6198 ACT-2L| J)| £ - PDA, et : : FMP* APPLICATION ;

®] 28 LifeWatch AG % = Ff £ JR7% & SL7F HE R
TR KR A KR o
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FEZFFE B R BT S BRI AEURAE B 0 B Z R
12D
1. 2] I i G BRE 2 354 B CG-61060 4 K E T ficie s 5 CG-6108 -
E@%?ﬂ‘ﬂfwﬁ IEHFERY TN 2 R R UG TRYE R
2. Bt 2 A gFSEE w84 0 CG-6550 (4 dr ikl 0 R QT &2 ST B %
3. W AN IFER BRESPMPS ki (FL RPIRER

APRIFHCN S g o & N da ) LifeStar ACT » i » if B~ 7 B % RIJRAED 3F o
LifeWatch #-% % LifeStar ACT JRi% & 5118 5 - ¥ B>t FDA Y 3> & ¢
FZHAS (RT£23)c 2AARFFL G F- A% d 307 8fcd o Fp
Pz A AT e o BN E S e o

% 23 LifeWatch % = FrECw 7 BIZH 2 $i0d8 % 5t

PHER AR R 510(k) No.

2006 CG-6108 ARRHYTHMIA ECG EVENT K060911
RECORDER

2007 CG-6108 CONTINUOUS ECG MONITOR AND K071995
ARRHYTHMIA DETECTOR

2008 CG-6108 ACT-3L CONTINUQOUS ECG MONITOR  K081257

& ARRHYTHMIA DETECTOR

FH kiR : FDA» A KT

e E IR f#i """" @ % o f ko LifeWatch p {7 B % B £
o & 4o TR ~9ﬁﬁ%~@ﬁ$’%ﬂﬁ%ﬁ%%?ﬁ@4?4$%°ﬂ
Zo KASFRFRKF > FE A > TN e TE S & 2000 £ e
FESH 2000 E S B A TR AR T T e o % 2 o f H# A
b AP H R RSB EC T RIT R KA T AL D e e A 2 sl R A iR i
B TR T Al BRBOTRE A AT 24 A BT R B S
% %1999 & 5 fk o~ Bl CG-6550 % 44 45 08802002 # ¢ g BB E T #ou
TRIBER S o BT BIRAEOPIRE > wE - 2 T 2006 £ B R T
TRl A BE AR 2007 E A NP oo

3

%m
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7 f% LifeWatch #5 ot & 4] > W H R & @ %4 " LifeWatch , &2  ## &
W4 "CardGuard ; % MéEF » WEJIFTHEEFRZ - REFFHZER
USTPO ~ % EPO ~ B JPO ~ # R AT £ 74 & w5k WIPO FALE o 14 % & %
MEJ BB A T40T £ 25 R T0L BT > HY FREJIARE- L o

L 708 LA FALLER A H T 2% i LifeWatch merded &
FALAI (1) A&d s 53 27 Card Guard Scientific Survival Ltd. ¢
Fenl1235 &) A 5 8 B % 1 72%7(2)2000 £ 8 7 # p Alaris Medical System,
Inc. + = & Instromedix Inc.7 P~## 16 5 & 4> R+ 5 11 B & I 5% - 5 F
£35 2 2875 4] 19 B & 1 Fk A B EILAE 4 24 4 £ 25

# 24 LifeWatchAG & {l# % * 2 2 % %

Wk P AR [l MatF AR
2010/05/05 = USPTO PATFT Assignee Name  Card Guard 5
2010/05/05 USPTO PATFT Assignee Name  LifeWatch 5
2010/05/05  USPTO AppFT Assignee Name  Card Guard 0
2010/05/05  USPTO AppFT Assignee Name  LifeWatch 0
2010/05/05  USPTO Patent Assignment Assignee Name = Card Guard 35
2010/05/05  USPTO Patent Assignment Assignor Name  Card Guard 1
2010/05/05  USPTO Patent Assignment Assignee Name  LifeWatch 2
2010/05/06  JPO Assignee Name  Card Guard 0
2010/05/06  EPO Applicant(s) Card Guard 12
2010/05/06  EPO Applicant(s) LifeWatch 0
2010/05/11  WIPO Applicant Name Card Guard 10
2010/05/11  WIPO Applicant Name LifeWatch 0
kX 70

TR KR L AT I o
X ez PP 200052 5p o

7
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# 25 LifeWatchAG & fIF — ¥ 5B~ iF
¢ 110
WS ¢ p®  SABARR g R SRETE i
IL EP US CA JP BR AU WO NO CN KR
Apparatus and method for wr e § ERE
1 1996/05/08 IL 118,191 remote spirometry G L TR vV Vv v v % v % v
Personal ambulatory cellular o, o 09 v om0
1998/03/03 US 6,366,871 health monitor for mobile > %;; Etij ii X v v v v v v v v
patient R S
US 7,222,054 Personal ambulatory SRR AR
2002/03/04 (CIP of 6366871) wireless health monitor data network N v v v v v
. $H - AEELS D
2 J004108/26 US 7,299,159 anZ?rlwt:dTgP :gglfr?ﬂem 1~ physiological data VooV v v ooV
(CIP of 6366871) o £ — hiomechanical
monitoring
data
: [# Zgrsy (750
Personal health monitor and 1 : y- .
2005/02/16 kJCS“Z ;4 ?28272%5 2) a method for health ; %iﬁj{iﬁﬁtﬁﬁa ;jﬁ % % % %
monitoring j; ) e o
3 200000517  US 6,466,806 Photoacoustic material kRS RS VooV v oov v
R analysis iPEs
Portable ECG monitor and oA AaS s S
4 2002/06/05  US 6871089 method for atrial fibrillation (> 177 # (11 RR vV v

S BT L S E o

detection

St R SBE/SRENFERAER hB IS8 -

O R o -1 é 5] EP—% P s US-£ R ; CA—4r £+ 1 JP-p &~ : BR-" 7 ;
% 47 d EPO FHE 239 INPADOC FHAE > @ » 1 ¢ FEL{IFH 47 e AE 0 Vb i i Fadac g
* o5 gﬂ:;:@_gp—p]‘iﬁ;; o

interval % i)

96

s AU-R~ 41T 5 WO % & 4] (PCT); NO-#%= ; CN-* ] ; KR-35 | ° 47

LR TIES N R PEE X ¥ e



BIERERFFENS - ST RIER G B ~ % BExER
YR R
P
A AR F R i 18 &Ip i
IL EP US CA JP BR AU WO NO CN KR
Communication terminal, *F AR AR Vg
medical telemetry system - B BREE
5 2005/06/03 US 20070015973 and method for monitoring FE-2 AEE(RT
physiological data * o)
A health monitor and a Bhd b s Eu g
method for health o doidipl 4 38 Sudic
6 2006/01/23 US 20060761239P monitofing P ﬁ%ﬂ@jﬁ%mﬁ:# % % % %
F
Compact monitor and a - %2 & Sensor-~ i iz
7 2006/01/23 US 20060751317P method for monitoring a BaxFERETAR v % % %
user USB % w2 %% -
Method and system for A A [ g N
8 2007/03/01 US 20070892263P electrocardiography TE e (ZRER = v % %
4 4z)
TR KR A I
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# 26 Lifewatch AG & ]33t — & pi Instromedix Inc.2~ 7

gL YRR DR AL IR BAINE

1 1990/01/05 US 5.128 552 ;;gsr:?trgrand method for power supply preservation in a personal health B it h g %Y
1991/12/26 ~ US 5,289,824 Wrist-worn ECG monitor £ s TR
1993/01/07 thsllflc?fSé:ggg,BM) Wrist worn ECG monitor R

? 1993/01/07 EJCSIS’g’]?g,’gég,SM) Wrist worn ECG monitor £ s TR
1993/01/08 EJCS“;E) 'gfl;,’;gg,gz 4) Wrist-worn ECG monitor with battery end of life prediction S
1991/09/10 US 5,191,891 Portable ECG monitor/recorder 7350w T B 0 ¢ modem

3 1992/11/30 ?53%‘?%1%?891) Portable ECG monitor/recorder v e T B 0 7 modem
1994/11/22 ?CﬁsygfgjgggAZS) Portable, multi-channel ECG data monitor/recorder E: AR

4 1992/01/09  US D341,659 Wrist-worn cardiac monitor T R E A

5 1995/01/12 US D372,785 External lead adaptor for wrist-worn cardiac monitor R B A& A

6 1995/09/13  US D377,983 Cardiac monitor T R AR

7 1998/01/02  US D41,4870 Vital signs monitor T B ALE A

8 1997/11/05 US 5,931,791 Medical patient vital signs-monitoring apparatus e TR

98



FEEREA £ Y IR - s TRER S 6 % BEAAY

W Y p 228 47 ERES R IPNY -
9 1993/05/21 US 5,467,773 Cardiac patient remote monitoring using multiple tone frequencies from P 333?]\, 2 Beh i e

central station to control functions of local instrument at patient's home

High performance bipolar devices with plurality of base contact regions @@'J ¥ Lggge o

10 1994/11/29 US 5,631,495 formed around the emitter layer

11 1995/01/08 US 5704 364 Concurrent medical patient data and voice communication method and g E e, (PSTN) féﬁis?]i I8 LW
e apparatus SRR

FH KR AP EE

99



BEEREA LY ER-L T RIE RS B ¥F-F BERFAY

e it

fEEJIN F hf o BPER T RRR AR R B I AR
PR A 0 FEIEATT £ 27 o LifeWatch i B Instromedix Inc.B~#F cn& 44 & 5 < T
Flot & 5o AT BE S SEl s TR 4 X Modem (g 7Rt )~ 2
dEE e d s et EoLifeWatchp @ @ gﬂ—ﬁv% fI& ¢ £2002 & 0245

SRR MPITL L > F IS 1996 £ Y FRPIEERE LS §
EEE 2L R 0% IL118191 > 2 % p 1998 & 12 {4 v US 6,366,871 7% o

LifeWatch 1+ % 35 f g (Public Switching Telephone Network » PSTN) ¥ 2 34L&
ﬁi%l S Fuenpr £ & Alaris Medical System, Inc.4p = > & Alaris Medical System, Inc.
& 1 1995 # = ¥ 5-4p B % ] (US5,704,364 ) - 2002 + 3] 2005 # #y /¥ - LifeWatch
@ e =4k US 6,366,871 coat ik > H ¢ 2004 & ¥ 55 A 5LF) 10/876,139 ¥
FEei ke k)~ & 250 gt kg p 4 ¢ ) LifeWatch % 4
A gF A PATE {14 F] 0 4 1998 & L PSTN M je 5 2 5 (765 38 b 15
2002 & f ¥ -+ 3 data network e #. o & F A B #chp it pei > ¥ 2 2 W0 G j»
TR E e e 2T S £ 2006 £ 280 BAIN AT FFR EH A

_E/o

4 27 LifeWatch 2 14 #F 4 - % e i 4 %5
ERR S S

FATER =R N T TN
R Rl s R Rl 1 3
o R Bl eneh pk 2t 0 4
R B R s el 0 1
<R R bR Y 0 1
BE A SRR E AR 2 0
SRR EE O FBRIEARSEEY KR 1 0
2T R R (PSTN) @@1; 0 1
IE"—_%“QﬁG:
o T E R A DR 1 0
HuplERAE 56 BEPEE 1 0
ik 8 LT s T B A TR R 1 0
H Sk Bk 2R § 1 0




FEEREA LY ERN e TRE RS B ¥-% BERAZ

MR 45— % LifeWatch ch= B Fiery 5287 & 10 30t i il 111
Rk Bz o LifeWatch B & JRA:22 % 500 JRAE R 5% £ R 3 % 3Lt 2002
B G M - s B o T L1098 E Y HE - B R IR
A FERE A £ FRE Y GPCT 2 5% o 2 ¥ g s Bk s e
g4 B e ERS ) 0 2005 £ 12 f o LifeWatch & 417 & Kk s i f ¢
FER AP AL AFTHP TR LY ART o FFEF T
FHIER S LT BRBVRT D EES -

F_&

- ~rEwe 3 TgEe ) o § RRBRA

e 3% LifeWatch 2007 & 4 4 J1 g5k £ B #IPR4% LifeStar ACT i 7 fe &
{1998 & = g 3 f%ﬁéa"za‘é.%%ﬁ%@ﬁi%ﬁﬂ% fle /@3 & 1 Rd LR o i &
BB Ruir i @%J @ FORLER A Fl R @ DR L B
BRI LR RR S T T %P@% HLAL AR PIRURE AT 2 B
AT TR AR TRIER f o wd AV e B AL Ew e 4 TR o

T BIPRFEePE L o

NS TR EEEAEE MR
HE s B2 > LifeWatch . £ & cn& fp i@ - B i« TR E LR
o o LifeWatch % 1994 & » if % %2 B FDA ¥ 32 fad o T B8 w5

Bregr®o Xl R G TREY FEF T ABE D WP e R 2
SREAFEFC BRESRAE S TR o T RIS PR S

~REES T RERRIS G R R R IR

2008 i » - 1 % PERIF Y AL 1,000 £ £ AT LA E ERS 3200
4% 1 32,000 & - 2009 # # BFCH-F R AT £4 ' F) 754 £ £ 0 (AT LR 24,000 F
~ o LifeWatch & # R 4p 4 ¢ 457 > LifeStar ACT enf| i i » = {15 3 &

75.21%> F] 4t 2009 & # LifeStar ACT & & £ * t545 = chah #5732 i % 153 2L o

101



BIEREA P ER - TRIE R S 6 $- % BExAY

TRFE G AL R

LifeWatch 4p % €AL& FE R g T M R > MEF 07 & R4 04
g a el FEELEOA & o LifeWatch 4p 5 > & A Ffr2 B2 v ph o
R E SR S

I Y EARFRAEARREAEARP LB E
LifeWatch i 253 B € SR R %2 &0 » B iR w24 5 > @ 2 i f2
LA 2R o HUANRE S L 2P Rm 4 ¢ g 5 LifeWatch B L

B YA LR SRR L P plidg FliEeR o

A~ PR AT B

LifeWatch 8222 vt & 7] 2 7 > fe = BApedl L 2skde 07 H-£ 5> £ %
B S LF S T KR 2SR B B G RN Fle 4 F RS
#Ae 5 2010 # 4 B K FHRE > WD H o

¥ = & CardionNet, Inc.
N 2PFA
© T 4 g g CardioNet, Inc.F 2 sk (44 ¢ http://www.cardionet.com

B SR A 99# 107 30 p ) 2 H 2008 # 2009 & & 4R £ T

- s FRR

CardioNet, Inc (2™ f§ # CardioNet) = = ** 1994 & » %03 E R F V>
2009 £ ERFARIFL 1683 FH £~ Y £ 1406 FH %~ f 1 4 #9760
4 o CardioNet = L8 5 % - B 4% beig i TR E RIRIFORTE - ik 24 ) pFad
FrBETenE e N0 T BT RPRIE o

CardioNet ' & = T RIRI € ~ &4 EH - GPS & TR FILE fjir» Jipr— &
gk %o B~ ¢ 5 Mobile Cardiac Outpatient Telemetry™ (i & MCOT™ )- 2009

# i * A fies £ 50%:E 113,000 4 > #cE KX R A 307 A * MCOT™ -

1 CardioNet, Inc. (2009) CardioNet, Inc. (2010) -
102



ﬁﬁ&%;}é_‘#— RGN T RIE RS B ¥ % BERAY

- L

1994 & > CardioNet 2% * >t % W4V > T 1999 & & iv:g jbw 7 B & B F 38
702000 FAH K FE RAFAHE 2002 & 5 - RASEEFERFDAR A &
FOHR 2B ARPRARP 0 2003 # A= 0 &7 Qualcomm £ ¥ 0 d Qualcomm 3k i &
fslq,%p;ﬁ)";@ﬁi%:}iqﬁﬁ JRF% o #Xm B % 2007 # = B MCOT™ A B = & » frpF—
F3

s

2008 & CardioNet 22 ® + 7 > ¥ #-27 3 £ R+ 1 4 A KB EE
W‘JIE "*l" o

= CHBEAR

CardioNet ¢ jci% # = £ » 2007 & 2008 £ £ H = £ P-i& > 2007 & 1m0 < £
PR LR E > FIPHE T 2008 &4 F KA - A 2009 &£ Medicare £ 2%
S g HRAT RS > hp R B i 33% 0 F B E R o P R F R DAY 5 2009 £ & d
EaY

TR R FEED] > 2007 £ um s R o @ & A J& ] > CardioNet & &

NICEE ]i-ﬁ?‘fi Al PR R o gt by AT BiE AR K ik i 20%

120000 1
100000
BODOO |
ﬁ 2
60000 -1 1]
i+

Haam
40000 1

20000 | 1 |
ol | .
i 2007 2008
-20000 |
0000 -

Bl 29 CardioNet A+ ¢ ~ | ~ &4 7 * & 5 H
T kR © CardioNet 2008 # &2 2009 £ £ & 4F 2

103



BEEREA F Y ERS L RRE RS B Fo% BRAY

FooEy R
- CAFER
# LifeWatch % ~ a4 &4 > CardioNet & /33> T B % pIPRI* o & 514
MCOT™ 5 i » 5 7 % KR & - % pLiehF & > 2007 & & pi PDSHeart » 12 #%
Ef R TR CRE P RER B ERNASBOT PIRIF L ASEH A 40T
e MCOT™: %5 TR29» * “xe - BFR AL TR 122
WL T ARE o MCOT™ JRi3 8 (TN 4cif > T %~ jibw § B E BIR

T (TR

Bl 30 MCOT™ Z &7 & Bl
7o kiR : CarioNet, Inc. -

o W ;ﬁi i e 45 pRi% (Event Monitoring ) @ < %K E #2245 E G A 8 bldoy 1@
PHEIIFEPFRTRB0 R e TR RS T 6042 AR
30 = T BT Bz 3] CardioNet R ® = ;@ B30 ¢ a2 245 2t
TN AL T R BRI PR T R TV 430 3 454

;B
:
o #fi.u 7 BT RIPRFE (Holter Monitoring ) : & 4 2sdko T BT (H]4- B 29 +
h
w

TR et Y o RY F T AEd KB ke iE H P
By sedk R RS g d R 42 CardioNet FR7% ¢

104



BIEREA LY IR - THE R S B F-F% BERAR

1 — L
RECORD

€& CARDIONET

1 B77= 921 0700

@) 31 CardioNet « 58 % # e4 B &2 % fi < 7 B3

"

7ok % &+ CarioNet, Inc. -

LI o
CardioNet f LifeWatch % Independent Diagnostic Testing Facility » #& &< &
Blig Rl PRA% - 17 5 F L ETen 4 4L - CardioNet 3% #- v T Flig R IR7E > &
PR ASE e RIAFRIIUTEREBPN 49 ApRIHE BB E -

ERNET§ 3
d 3> MCOT™ L ff e+ L7+ » o %Eﬂ:’éi% R o BN E A B
e oo 5 CardioNet 4 & 4 & 37 g2

T R R
CardioNet <2z % $i-;% &2 LifeWatch 4p e > d % Rrc ik & mPﬁ B %
Medicare » & ¥ & 5 o

Y
I

P}

3B B4 8 o CardioNet #1253 £ %% 2 7 % MCOT™ 3 » % ¢
R e 20 BIRRE FiRg o MCOT™E § 2 5 242 #7enif @ » 2007 # = 7
% 300 A RAk Rk T ATRAREHREL Y B E ARG e Dot E B T
P AF o R 2004 & & K AL R E NP ERGE P %2 3 2009 & & & 245
Foo BE A B 3,200 4 0 B3 2 A o

AR B R
2009 # Medicare ¥ % %f 33% 5 CardioNet F %4 & 7§ ¥ > CardioNet

v

;,g;a;\ii,v;;ﬁﬁf@&iﬁxg f;;ga»:‘ﬁ IR R A 3 ,;;&Q\;fgp_ T 7 o

105



BEER LA FF RN TRE RS b

CardioNet #-4% FH B34 € &> 54 > » %ﬁéﬂ?#’&t}-} MCOT™ » #% 4 % { %
Brg o F R X o fRa o CardioNet e PFx dp ) 0 2 R & 3 75 3F § 3k 4R 0UIRAR
i S E B a4 gAY RF T AT EER

A0 0 RApE A Y R Gldedc TRIET B3 s B9
B o0 0B 3 iRk sk~ £z 7 (NursingHouse) % % 7 3% 3 o
iz CardioNet » 35 i %+ b *& F]+ » 64 Medicare 3 #-+ /] 5 £ < 258>
@ Medicare shis i £3F P+ B > %3 7 37 /o 2 ¢b > CardioNet i

E ’5:}%:}‘3:)% S EE N W= l‘f PCIFRE T e ¥ ap o

$~ BEES T B E RIRIFE (TR
CardioNet MCOT™ & it ;8 4o F
1,ggdﬁg,a§f?@aé - MCOT™ % 37 L Z i pRarph % >
#-v¥ -% @3 3 CardioNet -
2. CardioNet 3] ¥ 33 {6 M doporg R ERAE 2 K7 R 4

ERI $52lp @7 Ferogies T BE BRI -

3. Bp R AT o ou TR %-ﬁmw TRy ARG E DL
CAB e LT ABOL T HNIEL S 2RI TR §
AL B e #eG T B 1@ 3% B CardioNet % B¢ w0 A d B E AR AT o

4. CardioNet en% p|®P & P 2 et v BB B T pEF2L & FFLoFE 2 “f

BRI TR RS FEE o FEET NS E Y SRR e
W a o ORISR 21 P ey TR RIRAE RIS F L B E 1 L
Il- PRBFL -

5. Medicare & ¥ ' = & L J ¥ o

2. FRAFgiELE

#-Mats T CardioNet , # » FDACDRH Tl %72 » % @ 5]= £ F4L >
3 TCARDIONET, INC | ¥ #¥ i B4 » #im T30 L2t rigdse »
1935 FDA eho B~ 25 CardioNet 9= 35 & 5-F "% 5 b — 4 7|5 * 4713

s k- JE A &0 85 - 1% 2000 # ¥ 33 3 A4k ke CardioNet

12 4oz p g 12010 40 237 o
106



‘f*ﬁ’i‘ﬁ@;%é_,i RGN T RIE RS B .

Ambulatory ECG Monitor 4= » CardioNet 2 &1 & ¢ 2% BN @ 7 AL
s THNE - § 5 LCD ¥ HF I LY o %é—‘géﬁiiﬁﬂ T SL I
EEL—FI s TR e p 2001 # % = % & &4 > CardioNet 5 =t p& ~ fL 5 Mortara 4
17 #c &8 o Mortara %18 4 457 QT interval ky$u|~ 2R % » B A~ * 3> Class Il &

° 1395 CardioNet shig5 - 7§ 15%3 20%ne £ 3 ¥ st i@ * g +oif o
Flet 4 » Mortara {5 > I35 Ay & R A ki 0 B R F 2 5 S HRTR R o B
B KA 545 L MWJIB e Electrocardiograph, Ambulatory(Without Analysis)#g 8 %
DSI* : Detector And Alarm, Arrhythmia - ¥ #-* 2 5- ¢ % % Cardionet Ambulatory
ECG Monitor with Arrhythmia Detection > = 52 MCOT™ % — L & 5 - 2002 & &
@ FDA i o JU {5 A st A > W AE B o

¥ 3 FDA e ¢ iwik o ¥ 05 ) CardioNet 3 %) £ AL 4 47 5048 ~ @ﬁ%lr‘%

B A S 3o CardioNet 7 2007 # ﬁ—ﬁvﬁx%fr— A YRt TR A
Ve AR ASRY 0 F - RARGT fsﬂ@ﬁ%l cJE H - KA AR TR AL H
S T RFEREF N EARBEIERY S J‘b&@ﬁﬁl? BT ﬁfs‘ul@ﬂi;f] R
Pl B2 R AR @24 Py S WRE g R R ¥ AR F
BRI EpEdeatcdy o 218> A% & 57 CardioNet i - # ¥ E#-4
FHEBEI TR Y RS T RO AFRE Bl f g e Hisx

A
AismAg e w23 EE 2 ¢ o A& TP 2 endtix > CardioNet p %= &

“m\ “\

& Model 1002 A=#£ 5 dy & fEi§ * 72 % 3 i * ey R T ML EET i s u R

THIHM ARG ENERT R U A A

;J

L~ HAIRe

CardioNet( 2010 ) #2009 & & A& 3£ 2 ¢ # 57 >CardioNet 48 § £ A& {17 & >
#£2200£22 9p > e @ ISHEFES > U2 19F T HME; ¥ F 23
A3 |2 ¥ ¢ o BPFEELE MCOT™R * (il ~ 3= 2 ~ T4
BB TWAF 2% o b pE o CardioNet i1 & & g EM A gy
PP TARHRLIAFARY ¢ DRI FOORE Y AR R S % o

B MWI 34 10 ¢ 0 £ B 5 E.2800 ¢ f;%w@%}a&gjo
YMWI B4 10 ¢ 0 E RS S EL025 ch T A Bk R B o & 5 E 0 >t Class 11 (Special
Control) > % %LL MWJ Bt o

107



BEEREA LY EHA - TR RS 6

- RETEEREES
% pt g CardioNet éhd 4] §1% » 2 2 @ # 4 T CardioNet | % B 45+t & 1] F
BT R 0 ¢ 42% W USTPO™ « g EPOY + p 4 PO~ £ B &M 4 f
A WIPO®S & 415412 « #4452 & flcR 4 7 4o 4 28+ £ 05 % 4 )
T 29 FRE 4B L o
#. 28 CardioNet & fl4& % » 2 &2 & %

|

wx P TR i Mz B FR A
2010/05/11  USPTO PATFT Assignee Name  CardioNet 14
2010/05/11  USPTO AppFT Assignee Name  CardioNet 11
2010/05/11  USPTO Patent Assignment Assignee Name  CardioNet 26
2010/05/11  USPTO Patent Assignment Assignor Name  CardioNet 11
2010/05/11  EPO Applicant(s) CardioNet 20
2010/05/11  WIPO Applicant Name CardioNet 13
Bt 95

FA KR A I
X ez p Y 2000£52 5p o

P OB X BAIFHEE R I 25 ks CardioNet o4 & 1
P15 13 L ]G0k AT 4 29

> g n : http://patf.uspto.gov/

® gy : hitp://ep.espacenet.com/?locale=en_EP

7 gent o http://www.ipdi.inpit.go.jp/homepg_e.jpdl

8 g p o http://www.wipo.int/pctdb/en/index.jsp
108



BEIEREA FFER - T RIE R G B % BERAY
# 29 CardioNet & 1] F 3t
- FELAY EFRL A ERERT ER T &40 B
T Ny % f454E EE TN US EP CA JP AU WO CN KR DE
1997/05/07  US 5,959,529 2%‘;}:?3:&"{;?;32?““6 sensor Y4 A (centralunit) -7 V.V v Vv v v
P ;‘{ B rp e gk
1 1999/07/20 US 6,225,901 Reprogrammable remote sensor o ARITE EEM e Bl B B _ _ _ B _ _
(CA of 5,959,529) monitoring system 72 B % reprogramable > ¥ j£5% =8
2002/11/12 US 6,940,403 Reprogrammable remote sensor Bl B B B B B B B B B
(CA of 6,225,901) monitoring system
. . . ERbp A 2 B ERE 2
2 2001/04/23  US 6,569,095 Adaptive selection ofawarning imit o g9 P e mpr &2 0% v v v v v v v
in patient monitoring il v
v M R o
. RRER- ALk e g
2001/04/23  US 6,664,893 n“f:é?f; f;]’grfﬁgtrrlﬁ'"ggvfgge::r\tl‘l’ce T CEIRARELAT Vv v v v v v
J T
US 7,002,468 Controlling access to a medical PR SGRT S F 2
2003112005 b of 6,664,893)  monitoring system Samgis o w mmaEp. VY V.oV
US 20050119580 . . .
bR G > & SIS o
3 2004/12/02  (CIP of 6,664,893; ﬁ%ﬂﬁ:g'r'l';‘g o foa ne R ;H*jj ) %ﬁ% ;;g v v v v v
CIP of 7,002,468) gsy S b &
US 20070288067 s . A .
. . R RO T RIE R
(DIV of 2005011958;  Controlling Access to a Medical ¥ SRR ¥R .
2007/04/12 CIP of 6,664,893; Monitoring System ;Z X T‘Eﬁ I:ET PO R v v v v
CIP of 7,002,468) SRR KRS
. . . otk %oMonltor;{ﬁ;ﬁﬁ
2001/04/23  US 6,665,385 :\n"sﬂ:Cz'tr:“f()”;:%ﬂ';?();fgﬁ;"C';a‘;'t:?lt o il B R EERECER VOV VvV v v
4 p pability gp_ay,w“‘ﬁkyo
. o . Monitor £ # if § @85 R 5
2003/12/15 US 7,130,396 Medical monitoring system having AR R G ik j;ﬁ: v % % v % % %

(CIP of 6,665,385)

multiple communications channels

F_» %1% dataset o

109



BEEREA LY EHS - TRE R S 6 $-% BEFY
. R A 2R A 2R A 2R A
e AERIABR % FIHRAT LEBIN G US EP CA JP AU WO CN KR DE
US 20070130657 . I . - IR RE N A A
4 2006/10/31  (CA of 7,130,396; :\n"jﬂ:c"l"; L':)Om”:;%rr:':gaf%frfgfhgi‘:;g B - M- gEAm
CIP of 6,665,385) P S BiE T BT e o
= 0+ iR b i3 5
Control of data transmission between ’I i?; j\i”;::#iﬂﬂ( jj ?: o
5 2001/04/23 US 6,694,177 a remote monitoring unitand a central " 7.~ N % v v v \% \% v v
; SCRECRREEE T LR
unit 1 2
fo i_ F #L o
Bidirectional communication between ¥ 4 4 5 sensor UNit 22 moitor
6 2001/04/23 US 6,801,137 a sensor unit and a monitor unit in SN AN W) Y \ \ v \Y \Y v r
. A unit » it B @G 05 Rk S o
patient monitoring |
Method and apparatus for monitoring @& » 5% F o F 14 & E‘g@?l %
7 2002/03/13 US 6,957,107 and communicating with an implanted % (p Z3sfa~ & ~Fdl~ 2~ v Y% Y%
medical device TR) o AvH X B A
Distributed cardiac activity ,
2004/02/17 US 7,099,715 L1, . e | BT TREREE T Y, Y, v v \Y; \Y; Y, v
8 monitoring with selective filtering v B B T T wave filter | 2 % %
US 20070156054 Distributed cardiac activity 810k o
2006/07/31 (CA of 7,099,715) monitoring with selective filtering - B B B B
2004/01/21 US 7,194,300 Cardiac monitorin . 4 Ao . Y \ % \Y \ v
. 2 SR R RTRRCE e FI TN
US 20070129642 . - Vb R B 2 o
2007/02/12 (CA of 7,194,300) Cardiac Monitoring - - - - - - - - -
System and method for processing and
presenting arrhyt7212850hmia
2004/01/16 US 7,212,850 information to facilitate heart v % % % % % %
arrhythmia identification and ) )
treatment HEE S gEEs S o P i
10 FouER L AR R S
System and method for processing and ~ #+ #f [ civ< & [§] o
US 20070191723 presenting arrhythmia information to
2007/04/23 (CA of 7,212,850) facilitate heart arrhythmia I B - - -

identification and treatment

110



BEEREA L ERG - R RIE R 5 B ¥-F BERAY
ot 2 RE A EFRE EFRE FRET E4E A
T v rAgIABE R iR LA US EP CA JP AU WO CN KR DE
2004/02/02  US 7,587,237 Biological signal management Bl B 3 T8 S > i A AT - - - - - - -
11 R EARR ST L ﬁ;ﬁi;—]z“z#
US 20070293776 S BT oo
2007/08/20 (CA of 7,587.237) Biological signal management - - - - - -
60/620,864 Monitoring physiological activity
2004/10/20  (Provisional using partial state space - - - - - - -
Application) reconstruction
63/633,320 Monitoring physiological activity
2004/12/03  (Provisional using partial state space - - - - - - -
12 S i
Application) reconstruction
US 20060084881 e [ L ;g 4 orthogonal,
+ 63/633,320 % g partia P transform » #-f 457 partial
reconstruction :
) state space reconstruction
Automated analysis of a cardiac signal
13 2006/03/14 US 20070219453 based on dynamical characteristics of & Bl 4 47/ & /2 - \Y; \Y; v

the cardiac signal

THLKR AT IR
30 1.CA: % (Continuation Application) g + P chh e % ¢ G nf BP » 4o~ 7 b of (Claim) > AR 52 J ¥ 3

pood»CALEPO THREY &2 X5 IR &~ o FiFs "Also published as | 38 B p » £ U ERFFE > £F~ B L RE )
v W EGFRA B LR o F R B - T e e

2.CIP : 38 iz i % (Continuation-in-part) r358 > %5 &t % $hF S RIN 4o 2 3 Aol > 4 R R g e B Y AT
PF I CIP Y hp S BAED > * R MBIt dod dhp 5 BLRER -

3.DIV: 4 3% (Division) s ® » § 1% F 3§ AMEM > ¥ G  WRINHE  Ad FRECA PEPE- P LI & RAH
A ke g LiRAER o

4. Provisional Application : Y 3% » ¥ A A - E2Z pROESNF R o

111



BRIEREA E Y FR -0 TRIE RS B % BERAY

AP EH

&AM F kg 0 CardioNet sh% JIFef 4o R4F 3 ¢ AT > 1033
STRAFFAREZ EFTREEE LA 0 R BN CT R R
- 2 @ &5t 41 CardioNet B % MCOT™ » A B 6 » F &30 A FjhFerng *
STRAP AL BT RIS B E TR AR E:‘]"jb-\% Fi4 41
Bk g ARG R NS W ARG HA TR e AR R F

FI3ea LM a4

WHREZ G By~ o RB 7 A AGRREAD Y F R g - BH e
B K E e TRE RS

W B 7k 0 CardioNet 72 ¥ 52 B & 415 4 » L3587 35 PCT & » &
MNP RS RES S RM > 229 BE o CardioNet © F & F R E > frs gsaﬁrw‘
B BTHAH Pad & FEs Bl RE > 2P FEA o Ra &
CardioNet & R JEFIHF R T 4ot S gAY R 41 A Mird v > 2 A0 3

e AN IELFERSNEJORNT KA sl B

P eiE 4 o

51
B~ B3

\

K% o i—g » CardioNet ** 4= LifeWatch #_% pzen o & BF o @ a5 # #0550
ggiv o e &_CardioNet 3 » 5 F S5 » B F2E 22 ~ ¥ ~ PRES T
B & % o LifeWatch T & * | @ * iﬁm s T WITL A TS @ﬁ?l?ﬂ‘:i
LA o d 3R —“‘F‘r&ﬁéﬁ’?{% NI iy S r‘%%‘r% T — Kﬂhﬂiﬁﬁ@x;fj
AL > 22 CardioNet 3 %] <7< 3% Monitor 4p+* » MCOT™ &8 {7 { 22~ i {
PR-BY ALK AR T F LA B A L R F R @ﬂi%]%’f *
¥ Qualcomm > A X RER o F RGBS E MNP j‘I&ﬁ EDIS

# #b > CardioNet e:d 21 ek * Qualcomm =+ 2> @ nPhase #% & &0id 2T 5 »

& nPhase £ g I p > T i il g @ m SR 3G Wk 2o gy gy R

s

MCOT™ 5 #& 2 MCOT™ernsn s 4 o fedp$ten s 4% MCOT™H 40 3 >+

B0 R 2p 2 U3 nPhase RG34 [F] > ¥t CardioNet 7 11

ER A < o A s CardioNet 4 £ 2 B chiak d] > 3B N T L

B

PAF o RS F AR A AEHEINAER KRR ERRY
BRrERY IS - iﬁ;#ﬂ,f ﬁa;ﬁmé 41 5 LifeWatch # & i {7 fizfk 3

112



EIEREA Y EH - TRER S 6
?

HAT 19 G 2 P I £ )+ i R CardioNet fr T i 7 TR i 0 AR G
% AR ko ENA L BT LREPPESL £ P A

113



BEEREA LY RN T RE RS G FAR BHhagR

£ AR BhHeER

TE-S R F AN R SR REc TRE R

e

3

|4

3

A

T+

W 4
i}

¥
e

o Tl E R AR DB A H S 3R o &g

B3 BERIECTRTRAL  KFke A% U2 SEFBEG B IEHR o

- 5 2%

KA e R &7 s g B TMERALEHEE 125
LoaEiE (1) AFFREMA(2) FHF A (3) FEE - ERBIE
R RE RIRI R ERE R Ba A A E R o bde 3G i A
%ﬂﬁ@»%aﬁweﬁﬂjiiﬁ%@ﬁﬁ’@wu¢7éﬁwwﬂﬁw,

@ SR R A FRREWG > HITREAE 2 F B A2 REMELEES > b
o RBE R OF g e FUR A A I IRREM ko FPTATE S ATIRARE R ¢
T E KRR ALY - R4 E%MESI&ﬁﬂwﬁy§iﬁﬂwwﬁ@@1%&n
A e F e (Y Plies)  BRES PRER S Wik o

‘?@“*‘“5%7ﬁii”%‘é%ﬁ§~ﬁﬁﬁﬁbsuéﬂﬁ%§ﬁ$1%.
F 3k € & enbl 4> 5423 CardioNet if £.F] 5 # 47 EJngy Kk o @

AR XF o

22 I
o
B
X
34

\'—A:

FRRIESTBERPIRAZLBAEPRE X A2 A K@ LR~ A5 F Dk
Mt RRL LRSI LEEEFRYRLF I R FLRBDR T 5
FoigF AEG oA KRG R AL AT AN ARKEARBEIIFL
P 7 fRIRAFAE G o 0t By E A A pE o R bR IRAR Y B R
o AR A EE

Rl T SR TWERAF HE -SRI F S R i

AT S ERR

B B AR il i
PS4 AR R AR AR BT S Bh L SR R R B I FEE
BE g2 e Mo TR RE T AT BN AR A S
TRHEIFRA & r A LPPEFED B BB T R RREE R A
FAFR o AELRITREFATREAS YRS NP (LR B
114



BEEREA E Y N T RE R S 6 RS AT

i@ 2 > CardioNet 8228 Bid2n 4 %z AT 80 1 4 » BRI S &= E
BT AAEE o el A AER A RS

SR AT SAA LT BR L SRE LR FEE AT
FoRTFRA AFA KA JLWNHm@%E»»zzasszEMQ’

R Bk ALY TR

N

g 0 R A E RT IR AR RARE o0 L R
- BATEAE SF AN LPHPEFERS AT I oL A P LA S

e FRNEE ﬁib§§ﬁ§%mﬁ
—‘%W%%ﬁﬂﬁr?r

ﬁ*iﬂ‘%ﬂuﬁﬁﬁ°ﬁuﬂm4’mﬁﬁ&mf%@%‘iﬁiﬁﬁ
B P FRRBELR A LE LR 8RR F R B FRIR
B3 T UEENRG AT oL FRFRBEFELHF NG F AL
#7— =t CPT Code » #-ATH M » 1§58 » F 130374 S L Pig » 3 3o

W SEFE 2N S DA E BB AL AT E R 0 A5 ELR
LA R o A AR

I EARAREEVRRIINEREAEA S

BRI NAKRE PR R ERp L B B AN AR R o A2
BB RTEY GehF R EH 0 &% R Class|l (Special Control) - # 12
S510(K)ig i srh ez 7 90X T¥ HEF T H 57 o L iRehd & o
PGS ZoFhBEH UBFERI A L4t CHFHEHFRE FHE
FoAAT RGNS YT AER SERT I HPES Lo ]
u%%%%ﬁﬁméﬁﬂﬁﬁﬁj@@ﬁkﬁﬁ&ﬁ%aﬁw%wﬂ%pfﬂé
AAERD A SEEPERE LA pE AT LA LFE

ZNERT RS 2T

BA o b R kG FRTFR AL 5 LashdoL 99 g
£ FT L G F 2 F]E zb,)*?g,&.:uﬁ%ﬁ:}}%ﬁﬂFiﬁ%*:‘éﬁﬁy“%‘i
FRORFAGHIF o ARHNFE GNP RRARERF P FRAGERT

B it E A &

iF

115



BEEREA E Y N T RE R S 6 RS AT

Ptk AREEAA T g o A TS P T R E AT R i
H@ L2 - A2 F 0 D A 2025 008 0 EEA T KT IRT EARS

ABIEREAERT Y - BER -

e~ FRGRIECTRIERE XFERS

FRGRIERRE AT Y EFFRERS > LRI T RE R LR
3be 3 e B o Lifewatch &2 CardiNet & % 2008 & >+ % 3+ = # 3
P I E R4 AE & o B EHMREF MG THE RPRIREY
LifeWatch £ CardioNet % 25w T Bz 42 o fGK & 2R 6 A Ppe > PIRE
BPREPNT e FRBIERE DA RWMPHEE TSR HEANBIEF R
( American Telemedicine Association » ATA) %5 ¢ 2 5 B4 24 £ %A ¥
TR A2 IRBIERE AR 0 2 L 2IRAFF ] L o

oATEI G T RS kB SRR RS 2L e B el g F R iE G
AELE L) \RRIRTAM (R okt @ @ A E5 B4

pial

~

- BB FHALFRBF A

EJP R HAEFRERER A LT PR RFEN S RACREAEY
ERA E AR F F LR E B BT L £ o d T FE A S
JRAS o 2R T i 4ot j€ % B Health Hero Network, Inc. #% & 5 ;gw} PR
VR A SR RIS S RS LR R N Ny R R TER T
B ARBRE R AR

%~ FRRER
NLE AL A TN 27 - 1
BAMYRIERERL S REE AT F M E R FRNEE P DA
REgIER I LB R Y REre R ch- Joa R RIS SH S A ATRAEY F
FAFZFFE o Ra 0 R REDL RIRIE G AL N F 0 BRI GARTIE
Bdnde gt th o ARG TR o X 2R EERE
116



BIEREA EFERN - TRE R S B FNE T

o RFRIEREL S S AT o PR LR DY ELI o RR
A2 %f;f%%%&%ﬁézéﬁ&%:& VREERREIRIY o AFT WG ’{zr%fi}’"j—’f % it e R

HD DR R A EART e FRITLRIE Y o RS F R TR & 2LE
Q%E’f”l—gﬁO?kﬁ ’ﬁr%:ﬁi{éin%ﬁ ’ EPSF%:’/@;'},\ Kﬁi\gﬁ.%,

ERFTRE AP AAFT I WA PRI ATRAEFEZAE - FREATRAEE
TE-BAKRAIREEITORE > T FHEALRFE > RERIEREYED
e "“»iﬁrim'?/z"ﬁbf PR B R A B ?ﬁg,,m*ﬂi;‘i—ég

A mFRTFEEAE > E PR EFE

R R R W

- %2002 & et (GREEREERET R) I S A BRI o F L E L
FE éﬁ&ﬁﬁ%ﬁ’%@#ﬂ’f&ﬁ TR s BT A K LB L R IERERIS T SR o
M ErE B R R BB R T AR A X R

=~ 22 PR RIATEB
d AR T Aot A EFEE R DR LIATOE EHGY A ?Eiﬂ“él%-ﬁﬂ:}izﬁ~ﬁj\ ;
PR RIATNAE B Z 4 B BN AFE c RME T o ST K AT
AERAILILE p S ARFEHRTTEE ¥
PR E AR uf—‘F‘f 3&5‘?—14}& ;ﬁg,—j—;
R EEREA F o FALFRICRK F R Lo
et FRSEMS ORGP EAEF R AFESRT  ApEE > S8
NREEFIE  BAMA E o TV BEER Y s £ BITE & AT

b

BERE ke RV RA A R R B R 0 F & A - £ T4
BT SF o BE- THBAFTRY A ERLAMD P o AR F A
R AR RE AR B S 0 TR F AR LIRS A B TR

EnpI3Th § AR E L8 FORST R RILAN A6 A R R f1E &
RABAGERE KT 0 SR FR LD B NEHAD

117



BIEREA K EH s TRE RS B LR

PR %

d 5t FORORTEIE M BN B > SRR D Bth e FIH 5 A e & - R
TRITRIRISZ RIFRAES R GURENEF  EZRTFE L RE R 5 5%
FredlR a0l c B ELIDH T w27 FRAFIETE 0 AEFRH?S
:&%&:}% ES F ft\?i%*ﬂ‘]ﬁ%%? = ‘A?)%‘E?ﬁ P A5 LY 2RO B R RS
TWER > FOFRFeApE - V- 20 T ET FRAEEAE 0
PR TRE R o S PN F R NS § 2 6B e R 4 R R R
PR A N b 2o R R Mo T R ISR 0 5
T i mREY 0 WHILEL025 6 T B BRI EfERE LA
AR FRETL ARG ELE R F R R L AURT A B
ﬁ%Eﬁﬁ%iﬁiiﬁﬁﬁﬁh@gWWﬁ’W?%é¥:&§%gﬁo

Rttt SEFREMTREREELER T P E A FH R M
BRECPEIBETOFREM > FIAAR T AR NE T ESeE

Wlmiwmse forer ‘ff%“ﬁﬁ’m ST RN AL T &2 PR AT
R »A_FMT%%)%‘EH;}J B FT AT e he B AR SR ARNT A LR
$ ko drib AL EE g B Y

By AEgEER
-~ FEATY L TR

SHP R RE R FR L S BN RS R kg i
EEE AR P R S KRR S SR S S S A
A2 ERFEERTR FRIF R CRBERERBAEHE ST a2
FEAFFTEFENE R WA EH BT ¢ R R
PR CFRRKERE CREFE RPF AL OREFAFL BB LY
EEEFF BT R Rrd o B A LB ARL gt ’f@;%éﬁtﬁﬁfﬁ” CEE
B RES %F?@fﬂWJ}F oty TR AERE TR TR R
%

B e AR A i R Y e

&=

E

e
&
1z
-

A

[
et
s

118



BEEREA E Y N T RE R S 6 RS AT

B HEASERT ~BEFRE TR G i REERA T S
RO A A AR TR OER G o4 ARV ERSEIE L EhE R
2 - RRAELAKEFEHRATEFRELHRNEH LB L L2 B
FgiEien s BT 2vai-2 24 8TEMAA o E o 2Rd RIERER
FEE S22 (0] o MRS T R o 5 BB R & F
THCRPASEF RS TR ALY FART g g aBEF 254 Y
MEFER AR B BAYERFER R AR > TE 5

IR il 2] )5 A

DA R EY

oA i B ek B E BIERE A E e B A A F—%Tb%ﬁ:}%
is\d\i\a%c,*w,_ W o )Rt W?\Pg%"}ﬁﬁjﬁ%’y—" ,&_%}F%,ﬂ
ixa—ér,7 EoRMAETE m;‘;FE',‘*o.Fﬁf,b_a#;};:ﬁ#i{a\wwﬁg,gigi#%:}%%i@ﬁji

=1

dom Y - FRAPFEFELANRER %%ffbﬂmz»féﬂffﬁﬂié v h T HLE S B 'ﬁf‘
Feeo RE O FRREFIAFOIRBGEF T AN A EFE > L REFALEFE
e yERLEY -

z o~ e X WL R BEER LRI

RTA S ATIRIF O B 0 % T F

/Fh

-~ L EHF RN RRBRL EATA R
e R o rL oD B BILR > 2R S B R T BT RURTE
e ) E o AR HIE canE g 41 R AEWE SOt £ e AR

R BIERE ML o BB BB R -

- EFEFRER
- ~AZpR IR OB

o AA T SRR ]z iRt LifeWatch S5 #058  rTgF ¢ w3kt S
EH BB LR AR IS M AER T B E A KA E B
e J T O o

119



BREERE A K Y EH - TRIE RS AR BBk

SRV FERS S RAPERE G

P g ERRRFD DR T ERLR DI LT R D i e
CardloNetq*n; Bkt o HEAFIPFEFERE A S 0 1 #FR
FER IR TG ORI AEF A RZE O READA N FERZ & ABT
o 2o Kon e

FERN T AR e 0 A A R R EIRE B A T 0 - BIRGE
Pl FOLERRG R F R 24 ] PR PRI T BE 0§ AN S R B eniid
?ﬁ’%?@%@ﬁﬁi%¢%\4:¢%’ﬁi—%’U&%lkﬁﬁﬁiﬁ
P2 g o fEARGERE Y AT RE B ATV RS- B L2 )
FoREHER B DEFENUIFF LN AFERE AL P R A
o R R REEARBE ST T RERS SR -

XA SRIEF &L AT o KA R AR S R TR
B Hra f W Fmo FRGIE - AREEHIAE BJIFE AT E o R
AR RSB ERTRERERT o

iy iE

[

~§?;ﬁ%¥ﬁi$ﬁ B

Wy ERGVER AR A Ko Al e 8 b 4 o R RS R R E PIPRIY 5
Pl SR REEAR AL RTIAFS LA F G R MBS S 47k SRR
R RE PRI RN M SRR DA SR B AREEFBE A

HH iy BT

T RS SRR AT

MERTHL 0 EFR G BT H I LR "ﬁ%’-@_ﬁ_#&i'giﬂﬁl’iﬁ?
oo FAI AR Medicare % > £ AT R G RN FRFLR Y
ﬁ%ﬁ%%ﬁﬁ$$’E%é%jﬁiﬁ’%ﬁi{%ﬁégﬁﬁﬁﬁdﬁﬁﬁ
Fiee CHRMBAIHERFR S ST RE FRFBHRE BRF A 5
A X Pegh o F)pt v 2R A EINA [‘]’}ﬁ;b;‘i—'j'xé«g_ TR EELEIE AN
PREAS S FAZACEYIPOPRLRP AR ELR E2 W B0
P SRR DA H e FRIECTRE R B TH A &% 20 B
VEFFFEATATLL

120



RIEREEA Y ER - TRE R S B ¥R BwmgEik

TRFAFEER L RE R E B AT

BEAR D TAREERRE A TR T il AR A R B FURE F S
2t A KA SARRAR S o B HRAL AR R ARG P S R A S DR RGP E
LR A FARE R BARR O AR TR R o SR U R P

T IS0~ IEC & % B FDA #74] XA & & F R Jf 7 & BE 2np
B E RS iR o Rl S 1Y B T (- AR TR
bl4eiE & ¢ LifeWatch o 15 5% & = 3 -
B2 TR GLERAESR T E 2R E LR B RFRIL A S
FEWEL A FREEAT - R A T A FFRIOUET BA TR R AR
FOR R E B A R ERAFIORG B RF SN S
L I

121



RIFRER FFEFHE-NCTRIE PR S B

N

<l
R
pth
=

54 < e

% - ¢ o2 ip

TE AL (R 90) T MR 4 hitp://designer.mech.yzu.edu.tw/article/
artides/technical/ (2001-04-04) T Bl 2. 4 .htme B 25T p & © N7 99
£37210p -

245 (2 99) £ WFRMAIcE DFH & for 0 FTARIF 2010 34 - 95-96 -

PFRAT R (R 99) 4t ES e P R ELO8E AL ¢ BHEA )
http://www.moi.gov.tw/stat/news_content.aspx?sn=3779 - & i F| T P & : LK
99# 107" 26 P -

PP A (%96) B REETFaEaET cTRBHIR . L2028 Tws
HAF WP THLm? -

ERA (X 96) R REDE-E L " REERE L 2 TR E FECFE
FRFRG CAEMAERANEREF T THALG -

vaEF (R98) L EWRE R ¥ R =4l B F 0 http://open.nat.gov.tw/
OpenFrontreport_detail.jspx?sysld=C0980048%- i< i 5 p #F : % B 99 & 3
129p -

ARy #F RSP AR ¢ 0 KF LB YR 5 hitp//elders.www.gov.tw/focus.ph
p7efmid=6 - &S p ¥ : AWO9#E 7 9p -

Frcia ek A B ¢ (% 99)52010% 1 20604 A v a0 7Rl
XL R ¢3R4 ((99)033.805) hitp://www.cepd.gov.tw/dn.aspx?uid=8966 -
BSFTR Y ARO9E 107 26 P

FrerieAER L R ¢ 0 5] g hitp//www.cepd.gov.tw/m1.aspx?sNo=000
1239 - B iSF1FE P © A K99 & 27 26p -

FrciEs ¥ o BIERB BEY  » v % http://doh.telecare.com.tw/# {5 i T
PP A®99E 117 12p o

FrcriEd F (%982) 97 & R 2 X iR % F oA s3 # 48 - http://www.doh.
gov.twlCHT2006/DM/DM2_2.aspx?now_fod_list_ no=10902&class_no=440&le
vel_ no=2- & {sffrp ¥ * A ®WO9# 12* 8 -

122



BREERE A K Y EH - TRIE RS

N

<l
R
pth
=

At § (%980) 97 & AR FR FiE L 53t 4 o hitp://www.doh.gov.
tw/CHT2006/DM/DM2_2 p02.aspx?class_no=440&now_fod_list no=10947&le
vel_no=2&doc_no=74048 - &t | P 8 : R W9E 127 8 -

FrckeiEa F (RN 99& 4% 24p ) K RERAF B RG] - TR REIR
Irid )RR ET X EE ARG R L F EBATR
http://www.doh.gov.
tw/CHT2006/DM/DM2_p01.aspx?class_no=25&level_no=1&doc_no=75%39
GETRY AFO9EGT 9P o

fEF (2 97) ST BELIATRIFRT | £ 3% http://www.tvca.

org.twmoea_idb/industry/970702-1.pelfé {5 & p £ : A F 99 & 11 % 13

p oo
# (2 96) pEREREIEEFEINSWFY N2 H T8

AL GREBEFIB Iy ok FR B LR o

Ade e (R 92# 127 6p ) Txw+ 404 @< T B 0 % P F o http:/itw.
nextmedia.com/applenews/article/art_id/548783/IssuelD/20031206: i 7
# o A®99E 107 25 o

2 (298) sHEALHY LRIEREI 2 AT RREF B W
RERTNE RS AL

BEL (R 07) & CRAP R R ER REERIT L i -

B -8R &7 4 okl B 2 R B p o hittpi//activity.ntsec.gov.tw/lifeworld
/body_c6.htnl = s tsif1pp #F © A ®WO9# 3% 10p -

WZ%(%9®’¥%?4@%ﬁﬁia‘BNQ@i%%%E’%ﬁﬂiﬁﬁ

&0 79 (FgFw g ) o http://lwww.2cm.com.tw/technologyshow_conten
t.aspBn=0709060007 - & (s F| T p ¥ * A P9 # 11 % 13 p -

et (W94 mRcETWEIE F8z 8 5B RFEE2Z R > N7 87
Wi1eE AL Hmz oo

%22 (R98) W ERFEW o B FF NP FULBIERLT B 2R 3
*i547 0 21 % 12 > 46-59 -

R (X 96) iR & 82 Y- A LA @?rm U-Care k523> o B

PE IR ARA L H B PRI E LT T TR LR e o
123



N

<l
R
pth
=

BREERE A K Y EH - TRIE RS

EEP (A 98a) wTWF B P HLAHT L X AFEINFRHL S A2 TR0
R &3 34 www.bmes.org.tw/FCKupload/File/IEK_10.pds- {5 5 5 p £
ARO99# 117 10P -

EEp (2 98D) BERERESF 1 XA HELUFHT T AR &
# %34 > www.bmes.org.tw/FCKupload/File/IEK_08.pd - i 1§ p # @ &
B99# 1" 25p o

sEZph (R 98C) RIERE (telecare 2 ¥ 3 B8 € P WP § o &M
7% (RFID) 2 ¥ g Rlpr (WSN) * wRieREL X F R LB § &
PREP g3 F o A ] E F e

B T sde (296) HFHAP FRFHEFRENRALC HLZ LR 0z
AE2BE ORI IR

FRE(R S REERIEREIRGA L2 FE BNV 45% 27374 -

FTRE BUPRIITRT *’:‘ifdi?.’?*& B3R 7451 > http://www.iiiedu.org.tw/ites/
HEAL.htm - & {31 fpp & * A W99 & 2% 26 -

g (R97) BRERERE : A- BATEERS RN o~ FyEg
%E%%H%%Q#%ﬁ&ﬁi%éo

BB 3252 (R97) AL RERTEE FE@mpezk 55% 44 -24-29 -

#tpz (2 97# 107 159 ) BEEF AL 322 fm o mdp 4F > DB K -

¥ARFE (R93& 57 5p ) Bp 2RZATAHE - http:/law.moj.gov.tw/
index.apx - B {21 p - AFWO99E 67 9p -

Fp i 1 Rk RUBE( R 99 & 20 260 ) B f 2 B A7 4 http/law.moj.
gov.tw/index.aspx B (s P A K99 & 6* 9p o

FrfdfEwaraa(07£20 200 )P f 2 A LT # A http/law.moj.
gov.twlLawClass/LawAll.aspx?PCode=L003000%- {5 5 5 p #F : % B 99 &
67 9p -

ZE;2 (395#57 30p ) B~p 2RZERFTHE > http://law.moj. gov.tw/
index.apx - &P & AFWO99#E 62 9p -

%MFF F(R98# 5% 13p »Bp >Rz R F A http://law.moj.gov.tw/ index.aspx
BREFTPH AREO99E6 9p

%i%&%;‘é (296#& 17 29p )>B-p >Rz HRFTHE > http://law.moj.gov.tw/in

124



BREERE A K Y EH - TRIE RS

N

<l
R
pth
=

dex.aspx B s F|F P H P AFO99E 6 9p o

¥R EHEEyE: (R98£ 107 2p ) B 2RERFTAHE - hitp://law.moj.
gov.tw/index.aspx B | p H  AKO99E 6 * 9p o

FhEMAKRZF AER( 95847 12p pB-p 2 R A F AL hitp://law.
moj.gov.w/LawClass/LawContent.aspx?PCODE=L0030055 - &5 p & :
AR99E6H 9p o

Health Level Seven Taiwan HL7-Taiwan - http://www.hl7.org.tw/index.php # {3
TR Y AEI9E6 8p o

IBM 8 THE LA, IBM RoX:2Ri A THELIERRELY
http://www.ibm.com/news/tw/zh/2009/12/21/0010761175304f9 5.h#is i# i
PP A®99E 2% 3P o

TFDA (% 98): A% 7 iz % 2% 23 3% hitp://www.fda.gov.tw/content.aspx?site_
content_8=312 - # & 5?]% pEp o AEI9E S 27 p o

TFDA (% 99) % = Fr-BFHEHERERE T
http://www.fda.gov.tw/content.aspx?site_ content_sn=2080 -/#Ep # * =
B99=& 12" 8p -

B 2w

American Medical Association. AMA — About GPTRetrieved October 30, 2010,
http:/www.ama-assn.org/ama/pub/physician-resources/sak#inanaging-your-
practice/coding-billing-insurance/cpt/about-cpt.shtmi

Boston Scientific Corporation. Boston Scientific::Home. Retrieved August 6, 2010,
from http://www.bostonscientific.com/home.bsci

European Committee for Standardization.(2005). Current and future standardization
issues in the e-Health domain: Achieving interoperability.Retrieved June 8, 2010,
from http://publicaa.ansi.org/sites/apdl/Documents/Standards%20Activities/Healt
hcare%20Informatics%20Technology%20Standards%20Panel/Standardization%
20Committees/International%20Landscape/eHealthStandardizationReport-Part1-
finalversion%20-%202005-03-011.pdf

CardioNet, Inc. (2009). 10-KRetrieved October, 30, 2010, from http://investors.cardi
125



BREERE A K Y EH - TRIE RS

N

<l
R
pth
=

onet.com/phoenix.zhtml?c=214891&p=irol-sec&control_symbol=

CardbNet, Inc. (2010). 10-KRetrieved October, 30, 2010, from http://investors.cardi
onet.com/phoenix.zhtml?c=214891&p=irol-sec&control_symbol=

Cardiac Science Corporation. (2009). 2008 Annual reptetrieved October 27,
2010 from http://ir.cardiacscience.com/annuals.cfm

Cardiac Science Corporation. (2010). 2009 Annual rejRetrieved October 27,
2010 from http://ir.cardiacscience.com/annuals.cfm

CHD-UK®. Non-invasive TesRetrieved October 26, 2010, from
http://congenital-heart-defects.co.uk/noninvasivetests.aspx

European Committee for Standardization. About us. Retrieved June 8, 2010, from
http://www.cen.eu/cen/AboutUs/Pages/default.aspx

European Committee for Standardization. eHealth Focus Group. Retrieved June 8,
2010, from http://www.cen.eu/cen/Sectors/Sectors/ISSS/Activity/Pages/eHealth
_FG.aspx

Federal Food, Drug, and Cosmetic ACT, 21 U.S.C. 8 301 et seq. (2004). Retrieved
November, 10, 2010, from Cornell University Law School http://www.law.
cornell.edu/uscode/21/usc_sup_01 21 10 9.html

Forst & Sullivan. (2010). North American cardiac monitoring product market outlook.
Report introduction retrieved from http://www.frost.com/prod/serviet/
press-release.pag?Src=RSS&docid=209319781

Health Hero Network, Inc. Official Websiteetrieved August 6, 2010, from
https://www.healthhero.com/about/about_health_hero.html

Health Level Seven International. About HL7.Retrived June 8, 2010, from http://ww
w.hl7.org/about/index.cfm?ref=nav

Koninklijke Philips Electronics N.VMyHeart project Retrived December 28, 2009,
from http://www.research.philips.com/technologies/projects/heartcycle/myheart-
gen.html

LifeWatch AG. (2001). Annual report 2000. Retrieved October 18, 2010, from
http://www.irlifewatch.com/lifewatch/financial-publications/annual-reports/annu

al-report-2009/ar-2009.pdf
126



BREERE A K Y EH - TRIE RS

N

<l
R
pth
=

LifeWatch AG. (2002). Annual report 2001. Retrieved October 18, 2010, from
http:/www.irlifewatch.com/lifewatch/financial-publications/annual-reports/annu
al-report-2001/ar-2001.pdf

LifeWatch AG. (2003). Annual report 2002. Retrieved October 18, 2010, from
http://www.irlifewatch.com/lifewatch/financial-publications/annual-reports/annu
al-report-2002/ar-2002.pdf

LifeWatch AG. (2004). Annual report 2003. Retrieved October 18, 2010, from
http://www.irlifewatch.com/lifewatch/financial-publications/annual-reports/annu
al-report-2003/ar-2003.pdf

LifeWatch AG. (2005). Annual report 2004. Retrieved October 18, 2010, from
http://www.irlifewatch.com/lifewatch/financial-publications/annual-reports/annu
al-report-2004/ar-2004.pdf

LifeWatch AG. (2006). Annual report 2005. Retrieved October 18, 2010, from
http://www.irlifewatch.com/lifewatch/financial-publications/annual-reports/annu
al-report-2005/ar-2005.pdf

LifeWatch AG. (2007). Annual report 2006. Retrieved October 18, 2010, from
http://www.irlifewatch.com/lifewatch/financial-publications/annual-reports/annu
al-report-2006/ar-2006.pdf

LifeWatch AG. (2008). Annual report 2007. Retrieved October 18, 2010, from
http://www.irlifewatch.com/lifewatch/financial-publications/annual-reports/annu
al-report-2007/ar-2007.pdf

LifeWatch AG. (2009). Annual report 2008. Retrieved October 18, 2010, from
http://www.irlifewatch.com/lifewatch/financial-publications/annual-reports/annu
al-report-2008/ar-2008.pdf

LifeWatch AG. (2010). Annual report 2009. Retrieved October 18, 2010, from
http://ww
w.irlifewatch.com/lifewatch/financial-publications/annual-reports/annual-report-
2009/ar-2009.pdf

Markets and Markets. (2010&lobal diagnostic ECG market. Rretrieved October 19,

2010, from http://www.giichinese.com.tw/report/mamall7283-diagnostic- ecq_
127



BREERE A K Y EH - TRIE RS

N

<l
R
pth
=

toc.html

Markets and Markets. (2010b). Global diagnostic ECG market (2010 - 2015)
Retrieved October 19, 2010,from http://www.researchandmarkets.com/
reportinfo.asp?report_id=1402193&tracker=related

Medtronic, Inc.Medtronic’s life-changing therapies are transforming the face of
chornic disease. Retrieved August 6, 2010, from http://www.medtronic.com/
about-medtronic/

Microsoft CorporationMicrosoft software and solutions for the health industry.
Retrived January 25, 2010, from http://www.microsoft.com/industry/health
care/default.mspx

Morton Medical LimitedWelch Allyn cardioperfect exercise ECRetrieved October
26, 2010, from http://www.mortonmedical.co.uk/Welch_Allyn_C
ardioperfect_Exercise_ ECG~p~20.htm

Motorola, Inc. Motorola Home — Motorola USRetrieved August 6, 2010, from
http://www. motorola.com/Consumers/US-EN/GLP

Natick, Mass. (2010, June 10). Boston Scientific Announces FDA Approval for
Latitude® Patient Management System software Upgrade. PCRonline. Retrieved
November 12, 2010, from http://www.pcronline.com/News/Press-releases/Bosto
n-Scientific-Announces-FDA-Approval-for-LATITUDE-R-Patient-Management-
System-Software-Upgrade2

OECD. (2006). Projecting OECD health and long-term care expenditure: what are
the main drivers? Retrieved November 29, 2010, from http://www.oecd.org/
dataoecd/57/7/36085940.pdf

ResMed, Ltd. ResMed. Retrieved August 6, 2010, from http://www.resmed.
com/ap/index.html

Robert Bosch LLC. (2009). Robert Bosch North America, Healthways Announce
Availability of Single License for Joint Patent Portfolios. Retrieved Agust 6, 2010,
from http://www.healthbuddy.com/content/language1/html/6001_ENU_XHTML.
aspx

U.S. Food and Drug Administration.(2002). General principles of software validation;

128



BREERE A K Y EH - TRIE RS

N

<l
R
pth
=

final guidance for industry and FDA staff. Retrieved March 18, 2010, from
http:/www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDo
cuments/ucm085281.htm

U.S. Food and Drug Administration. (2003). Class Il special control guidance
document: arrhythmia detector and alarm. Retrieved June 1, 2010, from http://
www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocume
nts/ucm072671.htm

U.S. Food and Drug Administration. (2005). Guidance for the content of premarket
submissions for software contained in medical devices. Retrieved March 18, 2010,
from http://www.fda.gov/downloads/MedicalDevices/DeviceRegulation
andGuidance/GuidanceDocuments/UCM089593.pdf

U.S. Food and Drug Administration. (2009a). Device advice: investigational device
exemption (IDE)Retreived March 29, 2010, from http://www.fda.gov/Medical
Devices/DeviceRegulationandGuidance/HowtoMarketYourDevice/Investigationa
IDeviceExemptionIDE/default.htm

U.S. Food and Drug Administration. (2009b). How to prepare a Special 510(k).
Retrieved March 29, 2010, from http://www.fda.gov/MedicalDevices/Device
RegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/Prema
rketNotification510k/ucm134573.htm

U.S. Food and Drug Administration.(2009c). IDE application. Retrieved March 29,
2010, from http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
HowtoMarketYourDevice/InvestigationalDeviceExemptionIDE/ucm046706.htm

U.S. Food and Drug Administration.(2009d). IDE approval process. Retrieved March
29, 2010, from http://www.fda.gov/MedicalDevices/DeviceRegulationandGui
dance/HowtoMarketYourDevice/InvestigationalDeviceExemptionIDE/ucm04616
4.htm

U.S. Food and Drug Administration.(2009e). Premarket approval(PR&tieved
March 28, 2010, from http://www.fda.gov/MedicalDevices/DeviceRegulationand
Guidance/HowtoMarketYourDevice/PremarketSubmissions/PremarketApprovalP

MA/default.htm
129



BREERE A K Y EH - TRIE RS

N

<l
R
pth
=

U.S. Food and Drug Administration.(2009f). Premarket notification (510k). Retrieved
March 28, 2010, from http://www.fda.gov/MedicalDevices/DeviceRegulationand
Guidance/HowtoMarketYourDevice/PremarketSubmissions/PremarketNotificatio
n510k/default.htm

U.S. Food and Drug Administration. (2009g). Quality systems regulation. Retrieved
March 20, 2010, from http://www.fda.gov/MedicalDevices/DeviceRegulationand
Guidance/PostmarketRequirements/QualitySystemsRegulations/default.htm

U.S. Food and Drug Administration. (2010a). How to market your device. Retrieved
March 28, 2010, from http://www.fda.gov/MedicalDevices/DeviceRegulationand
Guidance/HowtoMarketYourDevice/default.htm

U.S. Food and Drug Administration. (2010b). Premarket notification [510(k)] Review
Fees Retrieved December 1, 2010, from http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions
/PremarketNotification510k/ucm134566.htm

U.S. Food ad Drug Administration. (2010c). PMA review fees. Retreived December
4, 2010, from
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
HowtoMarketYourDevice/PremarketSubmissions/PremarketApprovalPMA/ucmO
48161.htm

U.S. National Library of Medicine. ECG: MedlinePlus medical encyclopedia image.
Retrieved October 26, 2010, from http://www.nlm.nih.gov/medlineplus/ency/im

agepages/1135.htm

130



BFEREA Y e TRE R D

\*}{r
ol
i
=

- § & ¥ 3 510(K)2 2] 478 R

1245 FDA ** (Premarket Notification(510k) ) - <= ¥ =vp » & 7f 3 41 510(k)

R AT L

- dwd - :E%f}%?ﬁﬁ ;

o ~FCHBAFREHRIGL L E WGP RFELLBR . blde

He FFER2 A 3347 iR

e
o — I 4 gm?g;?s?ﬁ,pu B VR REREE 2N G o B

BEEF A FHEEE R LAY 5 510K T iE o

ke AT T G @58 510(K)2 3 7

PR ARSEHLET - po AR Bl AEEE FRRT -

FAT AR NAEH? S FATF LA BERY P H I EHEND

— 2L o

B G EE R M R bl TR R T 7 Y 3 510K) -
AP RERBEP WEDEH o B LA -Rd R

ﬂ’_

FTREGH o G RGeFEPN TR BHIRLG L
ST 2 ¢ 3 510(k) o e H enp g o F 212 A Y i 510(K)pF
ke e R R LR B LR o

%,ﬂ,w iggu%g:;g;g‘;ﬁjx,ﬁn); EARE B E19764’f.ua‘*q+w RER: B
PG Y EEP > 2 F ¢ 3 510(k) -

Er RERB MW OF R FH 2 RS RE ¢ L& F 510k F
#+ & 21CFRPart862 & 21 CFR Part 892 £ % sii| *h % » A 7|58 i H
ph Class|~ Class Il F 5% E1 1 3 % & 7 ¥ 5 510(K) -

7

131



BIEPR A K T WL TRE R B

" =

PR AR & 117 29 p

\*}{r
ol
h
=

Piles- il 4§ TU-EpR

SEEERRE B JL VI RSP LS

PHE R EERL- R

iy

i

R

'

DR eng RS A

PR P L TRIEREA Y ENS - TRE R G b e d T AR
FRId §’f""“’@§]f%§”‘§bm’ﬁwﬁ’l‘$rp U-Ef2 | e T F
TRk R RE @ O fER o BT FEHS 0 02 8 3]0
g PeEk o

PR AR MERET - N AR ?

P e LA S I ARERFL L R FRE R
R EREY ALY B R R o

-

’

FAREEBES AR AP REERG 27
NP FEGHEAE S EARRE R T X
F-25 > TFASLFPEFCC FLFREH  BEY 5 FDA - FCC -

U 3 FDAGER Tk epF [ o L JF A i 3

-

=7 B E - R

~=h

DR ARG R EFE AR AR D
H >

BiAY - i LYEEBREA - AR F RN @A FIRL e

PR B FREAA T I FNER A S R APE BB RE B

?_]'1;}’3,&&:%5]—[“% o %%%;ﬁi#ﬁfq]l%‘% \—{{:& A 7_3'4_ ’ f_\i}\#ﬁ]f":; y hr
R FRTFROLALN S ARG F S FHEEXE Y &1 R PRI

DETILIR R AA - R Y D o
FIFLAWE DAY R hiEFRER o
[

LB5 A EEFIRG L e

PR R R A L AR EF AR - AR R S ek R 4

132



BEEREA XY R - T RE R R O

S

]

N
<l
=4
"

=

PARR RREA L R AR 0 - AR R S o dok R 4

¥EE AT S R IRFRL P i%?‘;{%“"é‘f”f‘i@ﬁ .

PRGBS B £ 05 2
DA AREDGRAEY BT RGO P VY L Pk R 5 E

B IRAY <

MEX TR PV LR X

FEA S PAR AL o S EARS - R A BARR Y > T R R
o ARPRLHEE L ARAFZ e LRI RRT cF AP

RS E L TUT IS T ¢ DA R WEIT A it b
BRI AR T ISR EFL L EYRL BN FALE

5'3‘;1
=
1
~m=ie
{;g
{~d
~=h
&
wWa
"
S
()
)
g;
N
P
e

2e

iﬁ%ﬂﬁﬁ%&ﬂo

e
5
*=
gl
N
¥
"
\(,;".

¥
A
A
i

e

=
S
.

)
)

Y FRLRE A @RE A RO KDALY 7 LR F
'&f’%’i]%?—"—zt J ’dfé’}} ,__’{giﬂ/{ob’,{_'r}"_»ﬁ
KE o Gleif OKSRE & d b+ > X T p R R4 £ kg AL p &

BEPIPRFEP w0 VlHr,’f«t__?-llﬁ!i»? R e A g R e

T & (T 2EF A Mt

DIRA s - BEB AL U9

RS

BB Ez2 F22FIF > 98- vaF o g Ak BEE R
FISFA AN A S ZF AL AR ARG VUL ALY fcH
SPRFEF o AP R G ook AR E - BEE MR - TEAL
TP HFCTHRS - R FRIEF IGAIEEER -

G R Y R S

- RRFEFRMG G Lo
DER E A iR IR B

133



BEEREA E Y N T RE R S 6 24 A

R FRA SR R ik Y R R L g pl A

RIFBALIR RAk e Ldoin G« Geng T o 4ok Ak R T 0
F P By i 3] 95% b oo X@;?Z?ﬁa THRE o B E IR

iﬂm@%&a%@w’4@&mPWAﬁ@1k,M%Jwoﬁ%ﬂm@

A2 LR FRIAROETREL AP 0 AT

Bd FrRRBfp A

) e

ORISR R Fr ARE o@D RS0 2 G FDA S As

r‘g o
ESRal: L BNV E R A LFDA’W%TFDA@'%Wf’?
i £ TFDA 7 L WEGRE BATA ST B2 F A1 2 55 FIRIRV R

ﬁwiu$MW@J—%a,ﬁgﬁiiﬁﬁiﬁﬁ?ﬁﬁﬂ AL E

AR - BEEA R SRR R SRR FREM Y

FDA- 5|5 ¢ 3 FDAF b ' » 2% 45} SARE ¥ 3 FDA 2 v ehik
%ﬁ,ziﬁﬁiﬁoﬁ@ﬁ—iﬁ%*%%ﬁ?’ﬁéﬁﬁﬁﬁii
R2PEL o HFin . e 5388 9T% 283 R it

PRV MR 2 - 557

A L EE B SRl SRR SR R

AN AR

DR AT G F A LR B BRI
e EEEER FLNREE P T S PRI
i

L EBERSAE SRk kg d
Fleni L BB T4 5 JEHSISL R Do

EAEERRT e

5

PE LRGP - KRy E NS 7

Pl4cEE P R P T L A TR hE] o IRBBEIT B 2P § o

:%@ﬁ%%@ﬁ%?

PART R A AFRFRE T LRI RIRIEE ToRETR &7 ¢ FhER

T FRBIZ R

—*gx
&
R
e
=
%‘1
g
&
(%
i
7
=3
m
H

ERRES S LS N T
ot iefRA REBFL I FRTRATF RE R FLInFARY 22

134



BIEREA EFERN - TRE R S B

]

DR AR AT RS - B hecd

EFLEPRRT

LFEE A

N
<l
R
"

=

m’rkﬂwﬁ ﬁ%@94ﬁ?ﬁ%o%&i%%?&24+%£H,%
Feg 3 — BAPROBIE o 42 BIRAE o ARG GARRARY 2 7 > A
_r‘]v e &/kxﬁﬁ yg ’ *"Tll,‘%

S A E g R e D

v

i RI EETLEZE o

2
PAEREI A R mE RS e 55 0 ? blde LifeWatch it 2 & o

DA SR R A RE LR LR R FRREAS 0
z

: LifeWatch ¥ & A - B2 Gipl & - BEB TR -
3ﬁ’r?*““*%iﬁ@’ﬁlﬁ&f%&ﬂ’ﬂééﬁ?ﬁ—%éﬂw

P B BIRAET MR R S LA R R o B RET
U#%%?%ﬁ%iﬁj%iﬁAo
PRE RS RAEE O REAH o E MenB R kG Ld WG

5 e

%
SR R R R B R ) BRI MG

SATILER P E BACARFTp R 0 U T T A Sl e de 7

o S

DIREA €A F FAaB A FLARALF AT {711
DAE o AR SRS G AANIIRE o

D] g Rl 2

v

BFRPE PP EA T 0B R ek AR

PEV L TR 2R BmFyE

: i&ﬁf%ﬁ'ﬁi)ff? IPRERCH S - I VE N O

Y

%’M%zﬂaoﬁﬁiﬁ%ﬁé&\%ﬁﬁWW@ﬁ%ﬁﬁ%ﬂ
B ;%);}Ap i}zqdirlb’?ﬁ)%%;‘ Fla 2 FRE %R

TEFRMEM - LRI Ak ok AR F R RS
135

T,-‘%'—j o B 1l —&r'at)

gm



BREERE A K Y EH - TRIE RS

]

B

Pp'

]

Pp'

N
<l
=4
“

=

DA BAEB R oRRIP PRI AT A RFEIRL

PIREF R F R GFDA T Y
FrRAL T ARK G EAIIFREN Y 5 FDA A FCC G &4 B & o
:'Qf"g? i5100() ’ lJ/"r u]*&V °
HECELRAED waW%gﬁﬁkpfoz@%%%%gﬁﬁﬁﬁi’&%%gﬁ

DIFHAOR AR DL BREAT R W S5 - BEREJIERE
BT BRY UL £ BB o

D AR Y ek
M AR ORITe AR E LY HTRTE
PR HRE R N REAEIR LS A g A e

DB AT R H R AT o bildod T BB e o WSS G A TS o

FR-FOPL B0 SL o e EAFEE A > £ b 1] search

: Tﬁ%‘%ﬁﬁ - B HAIE - B Sensorg pl ¥ A@g L BEF| - BEFLE

(VAN ﬁrl?“’ﬂgﬁje iz &)

DR ARy 2 osurveye & Bk o #F e R 0 = flash memoryx 3

’J‘%_BE‘_Z":.@ Fﬁgﬁf%f’ﬁl}]]ﬁ xpL—\:fE-"t_-:m)",\ﬁ; ,,Q/P,q_g_gvg‘rle?\g}‘;i

CRE P T AR ] R R &R ?
FoHoMNE O SR LVRFE AT REMERIT CH R A SR
¥
7

FARLET R KB G 0 §7 RTINSk A 7 AR

—+
f
PipBy RAEE - FTF Y O RBPERPF L DPHESGY B AREL P

tHT o EEEREAARAAE SRETIE T ARP B2 d FIEII M
B B e R EALY - GRIRAENE LA # 3 2t RElR
G SRR ?

i , r'”}; ,'Z‘Qxﬁftﬁ/_j £ SeNsOore

FiE gk lowend s g7 Y g R LA P EF SRR KR L
ERFERED - -

¥
ArRBE G EN o b4 BREA L F o AERBAAY Y FHE IR
p

136



BREERE A K Y EH - TRIE RS

Pp'

]

Pp'

PRARERT EP RS
%

ARG l-‘:'—gﬂ g

N
<l
=4
"

=

PR LDET S

PR BRI LA R 27 0 R Ao AR ek F 4

FE AL R - TR A -

PR c R RITREADE S NELR AT REF A AP Fr

g‘%—g"'%j‘fﬁm' A

BrARFTILG BN AAEF L AP AP T Lo dok § LR B

BAS ARG CEL WD FURET - BEIRT OB B
EnREAVRE-BAS P £- BIE ﬁ%mﬁ 51c— BHEFEIEP > A
e Bl o ¥ o dek Ly BRGEHE AR LA ITE 2 2 ieikdk o LT H

AFHIBA AT AR NP R E AR S AR 3G BRA R R
PEE R AT LR A S TR B AR R A e

§-lu—xgcfr'+ o P F ug\a LITBE T - F ko

TIEAARE S F A A A AR KA - BATOPEL 0 R BB Ao AT A

R R % FAREIN AT < o AR R R R gt -

DRI A };_g; A BB ?
PP EAEA R AR AORBR AR BBRRA SRR AT L) SR

LSRN -E Y S

P E - BEAK ) SAERG RE A B0
Bl o eERRL BRS HLETRAE  RMPL RER

FTEA O ORFRE = T EF G wle R SHA XY IE = £ break event

Iﬁ?ﬁﬁﬁiﬁo

DY 510K HF XA FEREA S HAFE AR BRI
AR LBEIHRLIAS TEET o
(?

P

MHEY - Bissuer 1 & F > B AEHD B
JﬁipfuPRF? 4 oo drk Fﬁé‘_ﬁh HEX %i:}&ﬁfd’j’.@:}fiﬁ Ao e H e

PEPARRELF B R FAA AL

P BF L RARTRA UAE AR SRARDAE S S el

No ZEER S FRIFA T AL ER ol i mdn) B R R~
dusd EIRF AL
137



BEEREA XY R - T RE R R O

Pp'

]

D R R F

N
<l
=4
"

=

DHf o RS B RHFRSEH R - SRR ERF I FL L F A

=
%y
&
=
fuy:5
-_?_»\—'
|
A
=
(dm
T
=
B g
1

B R R f;{&rf? FRCIEINToR A
FE oS mpdg e TR EAPARE Fl KEF IR RG LR

f&{%‘&&/ﬁ%?—;m;;ﬂ9sﬁ{_@iﬂ=_ _"é‘_}%%%? o
o AT N 2 ARF o
iy T AR — TE LT ;\.j\-—Frg;i;g o

Db SRR R R R AT A NB 0 P R BT P

B B odok § TATAS Y FHAL- A2 - PG RKT - P e me
2 {r portable devicagi F &fF 18 > *MATRF F AHEEP L DA KT H

e LR o

DR A SR R 2
£

Wi S T

DERAEEFRTE 0 SAMBE ARG HADEEE
Bromant BAA LM W E SN A AR 1 B L RN

Bl4e MR~ ¢ 3 ~CT~ k44 > #F B A4 23 > BP 72 F 5374 2
ﬂ%%%omf’%ﬂ@%ﬂﬁﬁﬁé& FEoFRAR? AT F
i3 {Fﬁﬁfﬁsiﬂ

T

ETIS

(ESREEE TEE TR

=%U%%%w{&%ﬁﬁﬁ?
BorE o T AR F RS R BIERGE B RRE - BRR FR
(L

E IR TR R e A F G P o

:J'j‘gfmp‘:l'\ekz Fes drdk Eois X HK%_@(}.I,J%F }i}@“”? 5 ?%&}%‘

FTihom “%qu; BF o g > pay 2 o g ERR o
w

Bow R BT bl BEFRw I FR o

FIRRvIFR LAF RO A FraSdo ik FROTRG THLLD
2 &L o

Fooimses RIEREARTHFERL §HF 687

PR EE TR Aok P A - BRE 0§ AT ok RBRES £ 0 R i sensor

S FHE RAR FHE A FERD FLhk Ege A hBRE
138



BIEREA ¥ Y TR TRE R G b

S
ol
=
“

=

Aﬁuﬁ%J%ﬂﬁ\%wﬂﬁ’ﬁﬁﬁﬁﬁﬁoﬁﬁﬁiiﬁé’ﬁﬂi

A AL TR 2 G A% e B2 R bldv A B T dhe - P AL E

R :Kfﬂqu Eod R EgR3 R RA -

PR F ERALVIRT T oA o AT ARAR RAR L AR RARE > # iRk
AR TR F LR EFRERTIRG FEE - 247 Fhe &
FFRT UL e 2 fpadehrt f o fRAZDPEFIE o sensorp B R & R F LG T
SRR BEDFR FRAFE T4 REBEY IR

Bt oer B R4 GIRIEE

BrH oA - BRA ST S HET 2 FRERL FREARE DA
s BRBERS AR 2 B2 %F%f&’%ff%{ﬁyrﬁﬁﬂ%% o

v ifp2d @ Ef > Via?dd AR 2KG

IV KRBT EL o N p e R £ E 0 BT A5 BT LA covers Bldr
Bk~ Y o

Boiintel» 33 @ER#EA S > BREER FPOE S LAR?

£ tintel :BE* ¢ CPUSLIE Gk 4 & > #rudedienirt=> % > ¥ 2 4% 3R
AER* Hpe gy L2 BE

Bt 7R Intel et e Continua 5 2 ~ 1528 » in 40 17 ¢ 7488 ?

FiAgAH FRBHETHAR > RS R ko 7 RS- R

B c eehF Rk RL > SRR ok SRR 0 IR A P RIS T 4
BT T g8 2

B B o X AR AR FURE S B AR X 2 DA i
raAes g1 2 W RE T EIT R - BFRT - B - BFL
HEFFAFEF LR LR BB G L é%ﬁﬁ»&%‘ff«ﬁzﬁfpfr’# oA
ﬁﬂ%ﬁr}ﬁ:}’ﬁi%ii"li’ﬁé—i Ao

Booie B e T R % s AAERF 8 ?

BV EY o oo BYov o AEED RARFE A SR FE R

M E_top-downzmE E 5 4§ % > @R E-o

139



ﬁﬁﬁ%;ﬁé# E’st_\ |1um§] J",}'J

S
ol
=
“

=

o=
PHESBPAEPELF (TR

‘F‘.’.i

ok
VPR AR99E 1217 47

FHEE D O R ERE/GBP A EFIEE Y 1 TR
ELEis

PR B § ERE SR

BRr ey 8P AT RIEREAEFER - TRE RS B o d 3T R
PRIREAFP WFHEAF LG FE -2 L5 (U-ER e TR
TR s RS ETH 0 0 fER wenE BT YRS 0 02 8P T
A2 P o

w:&wm@&;%ﬁ%%T—ﬂé%%?

Frpa i tA S AP ARREFL S R F R R
I EEE R L o B TR T & o

Bigyd o AF7- #1387

:ﬁ%am§§ﬁ§+ﬂ¢$ﬁﬁw%@%$i%@éﬁ~ﬁﬁ$ﬁ?95

HREBRMBFEE G 27 _rﬂ;i;\fg;fﬁﬁ ORI RE 0 F &R R
Y¥->o 723 A2&H5E 34 FCC Tﬁ)%‘ﬁ"?ﬁuﬁiﬁﬂ' j-FDAoFCCr:

A g RBE Y ;g—FDA*.‘uvszE?t S IR A ol 2

BoD g R A R R B E AT A7
_’E_"?'—F’Wr‘]} LY RSB - %if@q/}\gﬁiﬁ’rﬁﬁjgFm;é‘“’ﬁﬁg
ReFEFR - BRG&-

B 31’5&% X & A aRRireg ?

o

g
Fi2 oRARREAA A/ ELR AT RAPEZEFERRE S E P
T LR T FRBELN BIIFL XA A G A o AR e
R FRRTFROLABE  ARRSZFREE Y 0 R DI E S JRGE

140



BEERGEA F Y EH e TRE RS B

[

Pp'

S
ol
=
“

=

RS E LI R

P LI E P P AL R hER e o

GB5A I EL K G @7 L0 0

PR R R L R AR - AR R R o ok R4

FEEAD G F R IRl E TR G E o
B PR & Fes 7

PR ARLTRIRBEY o BT LR P v BRI PP RIE o FiES

B BEIRIE < o
PR AT R g 08 2

PATEA S AR KA L b T AARY c £ R G p BARE Y o T IR L

bo%%%%&%%ﬁ&’%%§?3~14%ulf€t%?°%iﬂ?

s AL FEEOAS o REL FIRABET T I A R EHT AR
R Ak eI AEP T REFE LI ET AL B FL L

}/% °

TR A S EE AL T e

Ao TR Tt E o EREA S LEL RS AR Gy EE
ARE > AR ARFERS Y R DIR C KL o

A LS R R

P
Tl BE N ERE W G - WireE ?

EE AR REE I NGRS AT ERN 5T R0
er FRLpE A EERE a2 A ke TR :F%n'rg,i)gg*uz 3 .
ﬁf%'ﬁﬁﬁj&‘}‘tJ"J%q’f’—"ig%;ﬁ:o%u’— B (F2EE A ML
KE o bl OK&#pE AL b > R T A S RIEHF] > kg AL p &

BEFIPRIZY & o Blde i 7-115F 2 E nd] > 4 s 2 i oo

TR - BHERSS RIS SR D
TRABREE S AABIF A YR - A F A G Ak BIZE A

IBFA~ AL A 2 Azt BE ARSI TR AR R
FMRAEY o AP G ek A RBE- BY R SRS - LB AL

P TRy - Kk TR € SCaMEEER
141



BIEREAFFER - T RE R S B

R S

N
<l
R
St

=

FOASAT A RE R RS D

- REPF R B 60
CHEER R TR R OB BV 7
DIPA R R R Rdoim AT~ B T o drk A K A AR 0 T

ﬁmﬁﬁgﬁﬂngJ’@ﬁ%?ﬁ%%ﬁo@{&&ﬂj%@ﬁ,ﬂg
e i il
feo W ERRT FRIASDETERL APz 2 A9 %% 2

B FRA R

LR BT BB A P HEEIT o g Y o

PEAFROAEKD BT B g R R R L

EET A

ToRRgA g o R FL AR oA £ 2 FFDA S AL %

o

<

BT T3 F R Y HFDA S » TFDA ¥ %7 2

tie £ TFDA 7 A AR BATA LB - EF AP e 55 FrRiRB R

B4 Classlll 2§ - 25 » A ELER DR KT F 4 o Asni
AR F - BEERARTHEL 5 R S SRR Pﬁ&%ﬁgﬁ’?"i
FDA- 15 ¢ 3+FDAF b '% > 258 53 S#RF ¥ 35 FDA R %0 ik
4i$V’7iHM*ﬁ AR - RERTFLHT A REHTRG £
RSP o el e S50 1 587 Rp kie

N

[

AP ~ZF - 5?7

Mk T LR ST E AL RET LA TS L H R K PR it | R AL

;\k?é“"] ZE ft%%]‘?mdp:Fm?} ’ m ?l)" e r o iz E BF g e

DR W EE AT uéﬁ%i * é_%l‘;iift PR TReE
HE LR X &iﬂ*"fw Moo I M A KT HT o AF A~ =2

LERERDAF L G R o HELET P o A BERT o e A

ﬂwﬁi&afiﬁ’gﬁﬁﬁiﬁﬁaao

TE RGP - IR ey @ ?

]

%fﬁlnww*'zi7ﬂ%nﬁﬂwkﬁp BN e

PR RFIFRE (008 2

BrAAT NG ARNFRE T A LRI HMABLE FoRETR AP S FhER

142



BEERGEA F Y EH e TRE RS B

[

B

Pp'

5

B

5

:%uéﬁmﬁ,ﬁﬁ@iw%ﬁ?%i@

PAERE DA & 2 FEF RS 55 7 2 blde LifeWatch e
B

S
ol
=
“

=

ZA L FHRBIZR LA P TR REI L R F
e ;;;%sgmzu A ae RA T
FRE-HAFLIFLRTEE
G T 1ERERE O RRPEZFET R LRF I FlaAk
¢¢4m+%@ﬁ’*%g¢—%w%ﬁ_% #OEIRIE o AT IRTE
a@@i@ga: wﬁ&ﬂé%?AiﬁZ%’ﬁwmaﬁo

:fF"F -\’}fﬂ.ﬂi g-‘g}i it er

DR ERAP ERERT AT UL o

e R

: LifeWatch vt # ¥ & ek e—- B 2 aip| & > HEDBETFT N o

o oBs BEFFAIANE R BEY O FIS OBV - BEY Y
V°1%Wﬁ?uwvﬁﬁ%’m?‘i%lﬁm’ﬂ?ﬂﬁ%’ﬁﬁ%?

NE FRFREELEG R AL

IIRZREEHERLSE 2D EELH K E HOB R j\:g,g\gga;;rsf}wﬁ%‘

Ff AL eno
Rt s B AR B - B AR ® o ek AR R 2% B

SR R BB FE ARG M

PETRL R R AR e LR A Rl e g

A Sl

PIREF G F R ETA G FLARALF @A {71
TR oM AN ADAPRS -

] gt R g ?

tA g FRE - BV e Fa LT oA Y Bk plEed A

" o

ISR 6 4L 2

FIEFRRFERPEFE P EAT P AL L ek EAR
PETRTARDP iy E

PR MR AT ik R 7

143



ﬁﬁﬁ%;ﬁé# 34{3_\ |zum§] J",}'J

e

Pp'

]

[

B

e

- FE

DA A R A4 L R
BB AREES - TF S ORBRRPNF L RGBT ¢

N
<l
=4
"

=

i

A FEFRTF ARG IR LG FE R FaRe o
?Zﬂ‘wha"?ﬁ% P Ho v § T f}%ép&%’fﬁﬂ {&rlb’%}g@%g ; wﬁ_;%g
B b Moo VRIET o ATl Ao % K L;?ﬁ),%“ﬁﬁ’%—av [CEIPI S
ARFHBEE2 6 T4 FLERT XTI P R FARF 0017
-

PR F &Y GFDA 0

=%m£°ﬂa%%? ZAINFREH Y HFDAZ I FCC R4 B &
Dot A_5106K) 0 i1 i -

DR A L QR RRI Y 0 2 Bk AR S 2 ieje g 8

PR RO F b PE R AP 5F - BERS{IER
BT RRT R £ SIS

DR AR B R A
CH A SR AR L h S TR E -
PR REA R AR DA g

§ e ORI L - e £ E ] search: £ & i 7R .

Bkej - BEJIA - B Sensor® Bl LA gL L BET- BEEEE
- v&rlf“lgfigh T B &1

-
T\4
X

AR 2 surveye ie B s #8 e B o = flash memoryiz 3
JEEAEG ML JIERPN A EFROURT O EF ER BB RO T

PR T RS 1) ﬁw*ﬁ*@mﬁﬂ iR 2

H M E R YR IVREFE AT EMER S F LR AE T
TR AR REE K G 0 43 FEIIN L k] 3B s L

—ﬁ f‘g:q ’ #Efg?l[i&ﬁﬁ_o
%\F’f:ﬁ;‘?

ﬁ" ’fE‘f 4}’ ELWP*%?\'/

" i
B BN AL B R EALY o GRIBR IR T ©

DG o R ik b b ahsensore

144



ﬁﬁﬁ%;ﬁé# 34{3_\ |zum§] J",}'J

N
<l
R
"

=

A kiR #gw“’:&f%}i’wﬁﬂﬁ%* oo p BB R IR
JPEP}';F] v i low end > e Wl REARAPEEMERKS L
Y ERRETII- KT

B ERFRENET 598 7

?:?%°?¥@%$iﬁ$i25’Pﬁﬁﬁﬁy%ﬂ BER Aok e

] ¥R - FHE 4

BEDRGns o e BT R AR DL R AT RFF AR Fr
g SR ?

FIAHF LR SRR AL AP AR BT 0 o dok F LRE R
BA & ARG AT T BT - BEERT O iR
RiAhanPa- BAS S £- B H o LR ii- GREA 7
BT ¥ ok BB AR LITE 4 7 ik B LS
A3 HT RS AT R BN P EEE A A R AR G BB R
PEE R AT R A S PTIL A R ES R R AR o

BIBm A Raifem BE Fhie £FRgT - 2 ks

FlpAR s FLAAEABERL 27 E- BATOMA 0 AR doim A 4
ERLIRIN RS I A et I 8 S fi’jﬁ-{mr?ﬁii%ﬁ‘% EPLT o

Ry BRA RS

FiF 2B AR AER A SRF AR RRMASEE AT I SR
A o BT s FEL -

B2 220 - BRI cBER G RE Ao BB 7

o RRERYS BEVRS oG EFRAF ﬁﬁdjﬁmwﬁﬁ’
Fe&+ MHEFE =2 TEFawice L 2HA %Y = & break even
IEFTRELD

B 510K 0 AR EAFRIA S S PAFRRE SR iy ?

FIARIEREIHRALIAS FEER -

B RERERT AN EBH D

BIARIEFRET €L
EARIRFL chok FAUHRA O FLRH L Sl

RrirAfEr3 BT FAANEL?

145

A5 - i issue B i & f > RGBS Ho



BIEREA K Y EH - THE RS B 54 FoR

5

&5

. ]J/«j ﬁ’/,,‘,ivfl&— ||_,1:ﬁ_)é,2§‘_ 5

PE TR PR A EE R AT AR A R ERITLF

:rﬁ'gwﬁ??%]‘m’ e g ‘?)é' é\?s]xmm‘l‘ﬁi’ﬂbj“?grmm? /}EI’}; 7";;‘3"‘{:,

‘e /?mf EAD - & b= L RER f FLH e ERIRTE N z\—*ﬁ A e
b *

Lo LEEict o BRIFE DMLY el R i
s GIRFA R o

: z?\' - %‘iﬁ’g‘?ﬁi e

EH R - SRS FRE S FA 0 F 2
EMEER- T e R RASECIRT PR ® o dod 2 PR
FH S g R AR P AR FR O KEF R LR
BT -

RV EEEL T BE EEEREEEY EY S

B UE R ARG

o

o

Dk
j\F'Z

<

2
X

—

BB odok § FATAS OB A LA-A - KT - 3w Lo
2 i e portable devicagi i & (8 > * ML TRF F RFEEP L DA KT A
fe X L eniT gt o

PIERAFERFRLS ’r?w%ﬁww%4 ﬁm@#%?
BBl A YR FREHRPIRAAET ] BEF LA ASH KA

4o MRI ~ # 3 CT\wﬁﬁﬁ’w%% R TER N I
PRBPRB T > AANSHREE L F T F2, ?ﬁl‘m‘j For o A F )
W%%%ﬁ?%@%ﬁﬂi%ﬁ%gmwﬁo

e P L AR 7
D st AREE B RIERE - A REE BURRFR -
: l/.g. {Iﬁa é_ﬁiﬁ‘]“fﬁ);? }:11?: = l'é' 75’\]1 %& F;}D é, =4 [N

DRFRRG Y R R el 4 R R R v I F R LY F R

~R e m ¥ %Fmﬂ\" @;/A]%Frggf%g\;# }l'}‘ir’f‘”*"”s ’@-;Zf;;‘%_%ﬁ-%a °

F iR et BIRIE » B fs 4 1?%74;1—‘1‘1’;-%‘?4;{"]?5]!750

1

3

\rmL

J_.

2

Bt 1A o

ER

146



BEERREA K RS- TRE R B

\*}{r
<k
h
=

B RRs: REEREARTFHFERE AL LS ?

FIRMAEFERR ok N A BRI § AR ok RS & 0 B chsensor
s FAE R FHET AFERE FA kLo A KRR
AT LA o FIETH G s R RF AL B ARG T AL o KN E R kg o 17 AL
SR KRR R A R A E o

Boop e RTE 3 S A

FiH AR TR T o MATARAR KRS CAERART > Har Ak
AL PR RE {HTAR ERBERTRG FLE - BT Fihe &
FERT UL A fRaEenrt R o fRAEDPEIE csensor poB BRI A R G LG 3]
TR BENFR FREGE T3S RLEEY R

R § — R X PRI E o

FroeoRRAES Ao BRSO H w3 Flagnd FriipE ht
BEoBRB IS SEH P REL R A RS TR TG R

Biv faEd el Vit g8 ARSI S%HF o

BV ol oA p e R WA B3z %8 P HT 03 cover o bilde
gt~ Lo

B otintel » 3 NBIEREAS > B F L PPE S LA D

Z ¢lntel B2 _* ‘? CPU chB a3k A2 & st engt> % 5 ¥ 243 % 5 3R
LEgrFpe gr2 g2 B2

R 1 7R Intel fdz < Continua B R ~ $R3 » iR 18 € = 558 ?

5

i

4
j

B2 FRHEHERTLGT b > By b2 it 2 F & 54— 415
PR A EF AR L > SRR R B R R R R I 2

AT BF 1 608 9
A g - B - BFL T AHEF 2 LALL- BB
Lo PRI S S T B o B F R £ IR R

—

Dl B R ORI R A S 4seE 0

=?u%ﬂ&—@’ﬁf—@ﬂ~o+%&%?ﬁ%§@$’ﬂ§%%i

top-down =5 E H#-5¢ o

147



BREERE A K Y EH - TRIE RS

S
<l
=4
“

=

stéxw  LifeWatch CG-2100 3t i fm &

CG-2100 ECG TRANSMITTER

YR

1999.11.26 e p 8 1999.12.21 510(k) No. K994009

s

Transmitters And Receivers, Electrocardiograph, Telephone

B A S

DXH AN Class Il — Special Controls

FhEE

Special 510(k) 2 a5 Substantially Equivalent (SE)

Predicate

CG-2206 (K963725)

" it

EgactmMEREAL FARLEIF R FRE TR BEHFL ARG

LIRS P E N TR I

CG-2100% CG-2206¢f3 it 5 » fif v 3 & * —‘ﬁ R oo E R
128K ér‘:‘h%z,’ié’.%fﬁ'} % 32K-CG-2100% z p #» WPl s » d &
;ﬁi?ﬁ%ff@" Flis &7 0 TR REd B —"Ff iﬁ%@ﬂiﬁ.ﬁfg
Fa&Rard w o CG-2100 ¢ g 1T & ¢

() » Badlacse

(2) 32K z:fatl ;

B * ki 33%1 T Alend @4 ® (acoustic transducer)
(4) 3 Hp e~ —
6 THEE

©) THh? P

() E78: LR L sebd el BEFH

R

=

©CoN>Or~WDN

. IEC 801-1: ‘General Introduction’, 1984
. IEC 601-1: ‘Medical Electrical Equipment, General Requirement for Safety’, 1996
. IEC 601-1-1: ‘Safety Requirements for Medical Electrical Systems’, 1996
. IEC 601-1-2: ‘Part 2: Electromagnetic compatibility-Requirements and Tests’, 1993
. IEC 601-1-4: ‘Part 1-4, Programmable Electrical Medical Systems’, 1996
. IEC 801-2: ‘Electrostatic Discharge Requirements’, 1991

. IEC 801-3: ‘Immunity to Radiated Radiofrequency electromagnetic fields’, 199p
. IEC 801-4: ‘Electrical Fast Transient Burst Requirements’, 1988
. IEC 812: ‘Analysis techniques for system reliability — Procedure for failure mode

. IEC 300-3-9: ‘Dependability management, Part 3: Application guide — Section P,

CFT Title 21 Part 820 — Quality System Regulation, Medical Devices, published in
Federal Register, 61 RF 52602 — Oct. 7, 1996

ANSI/AAMI EC38-D: ‘Ambulatory Electrocardiograph’, 1994

ANSI/AAMI EC13: ‘Cardiac Monitors, HR Meters and Alarm& 2dition’, 1992
ANSI/AAMI EC1-1993: ‘Safe Current Limits for Electrometrical Apparatus’, 1993
ANSI/AAMI EC11: ‘Diagnostic Electrocardiographic Device& adition’, 1991
ANSI/AAMI EC53-1995: ‘ECG Cables and Leadwires’

EN 1441: ‘Medical Devices — Risk Analysis’, 1997

IEC 1025: ‘Fault tree analysis (FTA)’, 1990

IEC/TR 513: ‘Fundamental aspects of safety standards for medical electrical
equipment’, 1994

and effects analysis

Risk analysis of technological systems’, 1995

. CISPR 11: ‘Limits and Methods of Measurement of Electromagnetic Disturbance
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21.

22.
23.
24.
25.

26.

Characteristics of Industrial, Scientific and Medical (ISM) Radio Frequency
Equipment’ 2¢ Edition, 1990

ISO/IEC Guide 51: ‘Guidelines for the inclusion of safety aspects in standards’
1990

ISO 9002 guidelines

EN-46002

IEEE Standard for Software Quality Assurance Plan

FDA's Guidance for the Content of Premarket Submissions for Software Contg
in Medical Devices, May 29,1998

FDA's New 510(k) Paradigm, Alternate Approaches to Demonstrating Substan

u

ined

tial
)08.

equivalence in Premarket Notifications — Final Guidance, CDHR, March 29, 14

FAL kR FDA > AAT Y K .
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‘41 LifeWatch King of Hearts™ H jiFkm &

King of Hearts® Express + AF Monitor or TBD

Y 303 | 2002.03.14 | #iap ¥ [ 2002.04.05 | 510(k) No. | K020825

»~ ¥ & # | Recorder, Magnetic Tape, Medical

5 B i DSH S Class Il — Special Controls

% %4 | Special 510(k) 2 HE% Substantially Equivalent (SE)

Predicate | 1. King of Heart§ Express Monitor (K920984)
2. King of Heart§ Express Il Monitor (K983626)
* R B4 ks i ek is4- R (looping recorder)

3]
KEwP A EREREE K AT
(1) Two wire single channel lead sensor
(2) A7 s, T EB R P BRI e S R
(Atrial Fibrillation) ~ « #+ g3 (Tachycardia }
# ¥ M (Bradycardiay ¥ ¥ £ &% &5 = tokk
(3) -+ ~ 45 looping memory

g | FDA= 2 A0 -

* i #esL “*?:}’?E?—‘;'Jf}ifl)fiflfiﬁ’\ :
(1) :g & (Dizziness)

(2) = & (Palpitation)

(3) %% (Syncope)

(4) %35 (Chest Pain)

T KR : FDA» A4 § BT
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LifeWatch TM2005 3 fis im &

TM2005 PERSONAL MEDICAL PHONE CENTER

¢ g

3

2002.12.31 | pp | 2003.01.15 | 510(k) No. | K024365

L L

i

Transmitters And Receivers, Electrocardiograph, Telephone

AR ]

5

DXH A Class Il — Special Controls

Fhis

452

Special 510(k) 2 HES Substantially Equivalent (SE)

Predicate

Telemedicine 2000 Reciving Center (K992164)

SRETH R p R FABERRE B BT > (AT B
SR REH B AR A -

TM 2005 /# p Telemedicine 2000 % %] A3 j&_ DB Serve%,.? % web server 7]
t“féﬂiﬁ?\iﬁ?i%i@— LHT R P Ty o FRAKRT URA G Z BN
o

(D) Ftg Azt

Q) FREPE

3) ,é’#—*f}fﬁf]*l ?Lmillixé’*j‘l‘ﬁ"“ﬂ'/};_ﬁﬂw PREFEFCBR

P

o

B 7X FDA Al I R Lo performance standartl] % ;‘%_% » TM2005 % £y

T%ﬁﬁ%ﬁi

1. EN 1441: ‘Medical Device — Risk Analysis’, 1997

2. |EC 1025: ‘Fault tree analysis (FTA)’, 1990

3. IEC/TR 513: ‘Fundamental aspects of safety standards for medical electrical
equipment’, 1994

4. |EC 601-1: ‘Medical Electrical Equipment, General Requirement for Safety’, 14

5. IEC 601-1-1: ‘Safety Requirements for Medical Electrical Systems’, 1996

6. IEC 601-1-4: ‘Part 1-4, Programmable Electrical Medical Systems’, 1996

7. 1EC 812: ‘Analysis techniques for system reliability — Procedure for failure mog
and effects analysis (FMEA)

8. IEC 300-3-9: “Dependability management, Part 3: Application guide, Section 9
Risk analysis of technological systems

9. Reviewer Guidance for Computer Controlled Medical Devices, FDA Aug 29, 1

10. ISO/IEC Guide 51: ‘Guidelines for the inclusion of safety aspects in standards
1990

11. 1SO 9002 guidelines

12. EN-46002

13. IEEE Standard for Software Quality Assurance Plan

14. FDAs Guidance for the Content of Premarket Submissions for Software Contg
in Medical Devices, May 29,1998

15. FDA's New 510(k) Paradigm, Alternate Approaches to Demonstrating Substan
equivalence in Premarket Notifications — Final Guidance, CDHR, March 29, 14

D06

le

D91

ined

tial
HO8.

Exa Al
S

o

=

Desdgn control procedure requirements specified in 21 CFR Part 20.61
2. Quality System Regulation in 21 CRF 820.30 Subpart C Design Controls of th

D

Quality System Regulation

FAL kR FDA > AATE K .

! Telephone ECG and Spirometric transmitter devices
2 Section 514 of the Federal Food, Drug and Cosmetic Act
® %3+ ¥ 41 (Design Control) ~ &% % % (Quality System
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LifeWatch CG-6180 # i#sim &

CG-6108 ACT-3L CONTINUOUS ECG MONITOR & ARRHYTHMIA

DETECTOR

Y 5P # | 2008.05.02 | pp | 2008.05.29 | 510(k)No. | K081257
»~ ¥ & # | Detector And Alarm, Arrhythmia

5 N S B DSI A B Class Il — Special Controls

% 2472 | Special 510(k) T HE% Substantially Equivalent (SE)
Predicate | 1. Card Guard's CG-6108 Continuous ECG Monitor And Arrhythmia Detector

(K071995) — as the parent model

2. Card Guard’s CG-6550 Personal ECG Transmitter (K990478) — 3 leads design

w2

%

-~

AN ESERT ARG R g‘i’fm}fiﬁ BOARSEFRBCTREIE- AR
FHHE ¢ < (remote Monitoring Center éh3¥ 5 & R 472 % o

g;_r;é Rz BIG
(1) Achest-worn ECG sensorz = # % 4& ~ — &7 ~
- 5% \—;i??@zaijétﬁ ;
(2) Ahandheld device:# * + 3% % % 4o PDA~
SmartPhonest A X4 PC 5 # * §%5 2 3%
H o
(3) Aproprietary application:% %3 (2)£ %5 ¢ > &
ot BEEdy o &5 R sEHa B e
EIERAR
(1) Sensoripl & « L BlisBEE 7 @ﬁ%li handheld
device;
(2) Proprietary applicationp # 8 Bl 5| £ % & 5 d @
* K SR o Mo T Rliesc % - B memory loop
% = & memory loop A * iz k p F 4 ke
x5
(3) Handheld devicep - #-ficdy 9 % 3 &=
Monitoring Center

PR

iR RS

1. ANSI/AAMI EC38: ‘Ambulatory electrocardiographs’, 1998

2. ANSI/AAMI EC57: ‘Testing and reporting performance results of cardiac rhyth
and ST segment algorithms’, 1998

=]

3. ‘Arrhythmia Detector and Alarm Guidance’ for industry and FDA Staff Class Il
Special Controls Guidance

B AR

4. |EC 60601-2 Medical electrical equipment — Part 2: ‘Particular requirements far the
safety of electrocardiographic monitoring equipment’, 2005

5. EN 475: ‘Medical device — Electrically-generated alarm signals’, 1995

6. EN 980: ‘Graphical symbols for use in the labeling of medical devices’, 2003

7. EN 104-1: ‘Terminology, Symbols and information provided with Medical Deviges;

Information supplied by the manufacturer with medical devices’, 1998

8. EN ISO 9001: ‘Quality management systems — Requirements’, 2000

9. EN ISO 13485: ‘Quality systems — Medical devices’, 2000

10. EN ISO 14971: ‘Medical devices — application of risk management to medical
devices’, 2001

11. EN ISO 10993: ‘Biological evaluation of medical devices Part 1: Evaluation an
testing’ 1997

12. EN 60601-1: ‘Medical electrical equipment; Part 1: General requirements for
safety’, 2002

13. EN 60601-1-2: ‘Medical electrical equipment; Part 1: 2. Collateral Std: EMC;
requirement and tests’, 2007

14. EN 60601-1-4+A1 2000: ‘Medical electrical equipment; Part 1: 4. Collateral St

:

Programmable electric medical systems’,
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it4x~ CardioNet & & FjFim &
1. CardioNet Ambulatory ECG Monitor

#p ¥ | 2000.12.01 | #1ap ¥ | 2001.05.16 | 510(k) No. | K003707
m fbp 8 Electrocardiograph, Ambulatory (Without Analysis)
5 N S B MWJ A Class Il — Special Controls
FhRE Traditional 510(k) 2 HES Substantially Equivalent (SE)

Predicate 1. DigiTrackPlus (Medical Magnetic Tape Recorder), K993617

K972649

K994009

2. Reynolds cLifeCard CF (Medical Magnetic Tape Recorder), K001025
3. Reynolds CardioCall (Telephone Electrocardiograph Transmitter and Receiver

4. Cordigital Examiner (Telephone Electrocardiograph Transmitter and Receiver)

KEwp < &4k i¥2. 3 channels Holter Monitor, looping event Recorée. = & % > :

(1) Sensor 7§ s &4+ oo
(2) Monitor Unit> »2 5t g 2 (1) 2 — LCD ¥ % - * fipl - i
RN I R AR *‘r QT interval#? ST changes

BEE

£ 42 : ANSI/AAMI EC38: ‘Ambulatory electrocardiographs’, 1998
TR

\“?{r [CH

ANSI/AAMI EC11: ‘Diagnostic Electrocardiographic device’, 1991
ANSI/AAMI EC53: ‘ECG cable and Lead wires’, 1995

UL2601 (Medical Electronic Equipmentt *t £ £ x 4t)

Mo ohwhE

CC part 15, subpart C (for intentional radiators of the Monitor)

ISO 10993 ‘FDA modified Biocompatibility’ (for skin contact >30 days)

ANSI/AAMI EC13: ‘Cardiac Monitors, Heart rate meters and alarms’, 1992

ANSI/AAMI EC1: ‘Safe Current Limits for electromechanical Apparatus’ 1993

2. CARDIONET AMBULATORY ECG MONITOR WITH ARRHYTHMIA
DETECTION, MODEL

Y H-p 8 [ 2001.07.17 | #ap ¥ | 2002.02.01 | 510(k) No. | K012241
BN LA Detector And Alarm, Arrhythmia

5 B B DSI A Class Il — Special Controls

5 hiE Traditional 510(k) % Substantially Equivalent (SE)

Predicate 1. CardioNet Ambulatory ECG Monitor (Medical Magnetic Tape Recorder)

(Electrocardiograph, Ambulatory [Without analysis]), KO03707

Alarm System (ECG Arrhythmia detector and alarm), K982803

2. Cardiac Telecom Cardiac TeleCom HeartLink Il EGG Arrhythmia detector and

KERP 5 KO03707 2 s &%k » 37H A 47w R BH i » ¢ 3 5 - fgwrsf;, :

monitor; i * P& N AAA T o

o

X
3) A charging base monitor 7

FEEEL I F AR

o

B

(1) Apatient-worn sensor §iEiE s ~ it B a2 M Ee & ‘9?{@33%] I

(2) Amonitor: e~ 247 ~ BTG - BECTREd 0 ¢ - LCD¥ R R E
@ % Jﬂq;g Tha ~ 23 T ¥~ % %4 Quinton Q-telshw Bl A 47 % 4
Mortara (7 QT interval> 7 7 ST segments) #dp5d 2 T T L B3
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1. ANSI/AAMI EC38: ‘Ambulatory electrocardiographs’, 1998

2. ANSI/AAMI EC57: ‘Testing and reporting performance results of cardiac rhyth
and ST segment algorithms’, 1998
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1. ANSI/AAMI EC13: ‘Cardiac Monitors, Heart rate meters and alarms’, 1992

2. ANSI/AAMI EC11: ‘Diagnostic Electrocardiographic device’, 1991

3. ANSI/AAMI EC53: ‘ECG cable and Lead wires’, 1995

4. 1SO 10993 ‘FDA modified Biocompatibility’ (for skin contact >30 days)

5. UL2601 (Medical Electronic Equipmentt »t & £ ,x %t)

6. ANSI/AAMI EC1: ‘Safe Current Limits for electromechanical Apparatus’ 1993
FCC part 15, subpart C (for intentional radiators of the Monitor)

=]

3. CARDIONET AMBULATORY ECG MONITOR WITH ARRHYTHMIA
DETECTION, MODEL 1002

Y #-p 4 | 2005.08.07 | #p | 2005.10.19 | 510(k) No. | K052240
58 ¢ # | Detector And Alarm, Arrhythmia

> N S DSI A Class Il — Special Controls
% higis Abbreviated 510(k) % Substantially Equivalent (SE)
Predicate CardoNet Ambulatory ECG Monitor, K012241
P & K122414p40 - R L F 2 ik R0 KE Sipd K122414pF 0 5 < 7

Eﬁ?]/»\%‘r/ﬁﬁ/z TREDR N 2= @ﬁi%]’”‘i' ﬁx#f‘;/o\%‘r“ SRR T T £
# # ﬁg,l

WELP | LR F

1. ANSI/AAMI EC38: ‘Ambulatory electrocardiographs’, 1998

2. ANSI/AAMI EC57: ‘Testing and reporting performance results of cardiac rhyth
and ST segment algorithms’, 1998

3. International Electrotechnical Commission (IEC) 60601-1 Medical Electrical
Equipment — Part 1: General Requirements for Safety
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4. CARDIONET AMBULATORY ECG MONITOR WITH ARRHYTHMIA
DETECTION, MODEL CN1003

v ip# | 2005.11.12 | pap | 2005.04.25 | 510(k) No. | K053263
& RE B Detector And Alarm, Arrhythmia
5N S BB DSI A Class Il — Special
FhRE Abbreviated 510(K) HhR5 Substantially Equivalent (SE)
Predicate 1. CardoNet Ambulatory ECG Monitor, K052240
2. Century Serie®' Holter Scanner System, Model C3000/C2000/C1000 (Medica
Magnretic Tape Recorder), K024323
EERP | B4k CardioNet! - 4 % 10020 & £ { Em7 I B * il 3§ * him
bl4c? i % g B R oo
okl 3 RARE

1. ANSI/AAMI EC38: ‘Ambulatory electrocardiographs’, 1998

2. ANSI/AAMI EC57: ‘Testing and reporting performance results of cardiac rhyth
and ST segment algorithms’, 1998

3. International Electrotechnical Commission (IEC) 60601-1 Medical Electrical
Equipment — Part 1: General Requirements for Safety
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5. CARDIONET AMBULATORY ECG MONITOR WITH ARRHYTHMIA
DETECTION, MODEL CN1004

Y #p# | 2006.10.25 | pap | 2006.11.14 | 510(k) No. | K063222
% i Detector And Alarm, Arrhythmia

L 58 S kG DSI L B Class Il — Special Controls

% 4i¢/c | Speical 510(k) ZhE% Substantially Equivalent (SE)
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Predicate 1. CardoNet Ambulatory ECG Monitor, K052240
2. CardoNet Ambulatory ECG Monitor, K012241
KR B ek g CardioNet t - i+ 2 & 10034p iz > = B2 &30t 2 £ & ghde
-
(1) Apatient-worn sensor2 channels % 7 # 5 # i > < TR A 754 2
Sensor."zi‘gg’i;aféﬁi%l&? AT AERITBRY o AR Jﬁ £ monitor
RTHIReFEEC T BEABEL monitor;
(2) Amonitor: &iT#-%k p SensorsnFal b 3 TR f@éi%]“% T T
# Cellular RF & ¢ * &% & @3 chargingbasg ¢ - 4§ Za b3
oo FREBERIY B E LR R Y - 245 Monitoring Services
Application =i §8 :& 7 &I S
(3) Acharging base F + - * & % 1003-
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1. ANSI/AAMI EC38: ‘Ambulatory electrocardiographs’, 1998
2. ANSI/AAMI EC57: ‘Testing and reporting performance results of cardiac rhyth

m
and ST segment algorithms’, 1998
3. International Electrotechnical Commission (IEC) 60601-1 Medical Electrical
Equipment — Part 1: General Requirements for Safety
6. CARDIONET AMBULATORY ECG MONITOR WITH ARRHYTHMIA
DETECTION, MODEL CN1005
Y 5P ¥ | 2007.09.11 | pp | 2007.12.05 | 510(k) No. | KO072558
»~ 58 ¢ # | Detector And Alarm, Arrhythmia
5 B B DSI S Class Il — Special Controls
FLRE Abbreviated 510(K) 5 HE% Substantially Equivalent (SE)
Predicate | 1. CardoNet Ambulatory ECG Monitor, K063222
2. CardoNet Ambulatory ECG Monitor, K012241
KEmp BHgrst ikt 2 CardioNet - 2 5 10044p 02 > 3 & § 5 BRL B ©
(1) #4550 v monitor» # 5 2 > FR RS ¢ 4 475 i # ® monitor;
(2) 1 CardioNet p {7 B 3 enk 7 3048 P~ % Mortara-
TR aRARE
1. ANSI/AAMI EC38: ‘Ambulatory electrocardiographs’, 1998
2. ANSI/AAMI EC57: ‘Testing and reporting performance results of cardiac rhythm

and ST segment algorithms’, 1998
3. International Electrotechnical Commission (IEC) 60601-1 Medical Electrical
Equipment — Part 1: General Requirements for Safety
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