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510(k) Summary

The following 510(k) summary has been prepared pursuant to requirements specified in

21CFRY807.92(a).

807.92(a)(1

Submitter Information

Jamie Austin

Anson Group

11460 N. Meridian St., Ste. 150
Carmel, IN 46032

Phone: (317) 5699500 x 118
Facsimile: (317) 569-9520

Contact Person: Jamie Austin
Date: December 10, 2008
807.92(a)(2)

Trade Name: MyLabFive Ultrasound System
Common Name: Ultrasound Imaging System

Classification Name(s): Ultrasonic pulse Doppler imaging system
Ultrasenic pulsed echo imaging system
Diagnostic ultrasonic transducer

Classification Number: 90IYN, 90IYO, 90ITX

892.1550
892.1560
892.1570
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MyLabFive
Esaote Europe
807.92(a)(3
Predicate Device(s)
K070903 2750 (MyLab40) Esaote Europe
K081794 7340 (MyLab30 Gold Esaote S.p.A.

Cardiovascular)

Additional substantial equivalence information is provided in the following substantial
equivalence comparison table.

807.92 (a)(4)
Device Description

The MyLabFive is a portable ultrasound system used to perform diagnostic general
ultrasound studies. Its primary modes of operation are: B-Mode, M-Mode, Multi View
(MView), Amplitude Doppler (AD), Tissue Velocity Mapping (TVM) and Tissue
Enhancement Imaging (TEI). Optional is Doppler and Color Flow Mapping (CFM).
The MyLabFive is equipped with a LCD Color Display. The full alphanumeric keyboard
allows complete on-screen data entry of patient information and on-screen annotations.
The MyLabFive can drive phased (PA), convex (CA), linear array (LA) and Doppler
probes.

The MyLabFive is equipped with an internal Hard Disk and with an optional external
DVD-RW disk drive that can be used for image storage. Data can also be stored directly
to external archiving media (hard-disk, PC, server) via a LAN/USB port. Optional
accessory devices available for the MyLabFive include an S-VHS video recorder; a
monochrome or color page printer and a mobile troltey equipped with an insulation
transformer. :

807.92(a)(5)
: Intended Use(s)

Esaote’s MyLabFive is a compact ultrasound system used to perform diagnostic general
ultrasound studies inciuding Cardiac, Transesophageal, Peripheral Vascular, Neonatal
Cephalic, Adult Cephalic, Small organ, Musculoskeletal (Conventional and Superficiaf),
Abdominal, Fetal, Transvaginal, Transrectal, Pediatric, Laparoscopic, Intraoperative
Abdominal, and Other Urologic. The system provides imaging for guidance of biopsy
and imaging to assist in the placement of needles and catheters in vascular or other
anatomical structures as well as peripheral nerve blocks in Musculoskeletal applications.
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MyLabFive

Esaote Europe

807.92(a)(6)

Esaote believes that the MyLabFive is substantial equivalent to the Esaote MyLab30
Gold Cardiovascular product (K081794) and Esaote MyLab40 product (K070903).

The MyLabFive represents an evolution of the ESAOTE Europe MyLab40
system with regard to the technical capabilities: most of the hardware
architecture is the same, the software driving the device is the same, the

~ optional trolley providing an insulation transformer for safe peripherals

connection are comparable to the trolley of the ESAOTE Europe MyLab40.
Clinical uses for which the MyLabFive is designed are identical to those
cleared for the ESAOTE MyLab40 via K070903. |
The MyLabFive Laparoscopic application makes use of the same design
criteria of the ESAOTE 7340 (MyLab30 Gold Cardiovascular) cleared via
K081794.
The MyLabFive, ESAOTE 7340 {MyLab30 Gold Cardiovascular) and the
ESAOTE Europe MyLab4( are designed to meet the IEC60601-1 and
IEC60601-2-37 safety requirements.
The MyLabFive, ESAOTE 7340 (MyLab30 Gold Cardiovascular) and the
ESAOTE Europe MyLab40 provide an Acoustic Qutput Display feature per
AIUM { NEMA standards, with equivalent Ispta and MI maximal values
The MyLabFive, ESAOTE 7340 (MyLab30 Gold Cardiovascular) and the
ESAOTE Europe MyLab40 provide a similar measurements and analysis
package, with equal accuracy and precision.
The MyLabFive, ESAOTE 7340 (MyLab30 Gold Cardiovascular) and the
ESAOTE Europe MyLab40 have digital storage capabilities, including
Network connectivity.
Both the MyLabFive and the ESAOTE 7340 (MyLab30 Gold Cardiovascular)
(K081794) are designed to be powered by battery when no main power is
available.
The MyLabFive MView mode is available on other FDA cleared ultrasound
systems, for instance the Esaote Europe MyLab40 cleared via K070903.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

Rockville MD 20850

Esaote Europe, B.V.
% Mr. Mark Job

" 'Responsible Third Party Official
- Regulatory Technology Services LLC

1394 25™ Street NW
BUFFALO MN 55313 JAN 30 2009

Re: K083882 '
Trade/Device Name: MyLabFive
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, and ITX
Dated: January 14, 2009
Received: January 15, 2009

.Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, and

Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual-

- registration, listing of devices, good manufacturing practice, labeling, and prohibitions against

misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for use
with the MyLabFive, as described in your premarket notification:

Transducer Model Number
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If your device is classified (see above) into either class II (Special Controls) or class [I1 (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish
further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the quality
systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product radiation control
provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket notification.
The FDA finding of substantial equivalence of your device to a legally marketed predicate device
results in a classification for your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Qffice of Compliance at (240) 276-0120. Also, please note the regulation entitled,
“Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain other
general information on your responsibilities under the Act from the Division of Small Manufacturers,
International and Consumer Assistance at its toll-free number (800) 638-204! or (240) 276-3150 or
at its Internet address http://www.fda.gov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Lauren Hefner at (240)
276-3666.

Sincerely yours,

oot

g‘ Janine M. Morris
Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

510(k) Number (if known): 083862

Device Name: MylLabFive

Esaote's MyLabFive is a compact ultrasound system used to perform diagnostic general
ultrasound studies inciuding Cardiac, Transesophageal, Peripheral Vascutar, Neonatal
Cephalic, Adult Cephalic, Small organ, Musculoskeletal (Conventional and Superficial),
Abdominal, Fetal, Transvaginal, Transrectal, Pediatric, Laparoscopic, Intraoperative
Abdominal, and Other Urologic. The system provides imaging for guidance of biopsy
and imaging to assist in the placement of needles and catheters in vascular or other

. anatomical structures as well as peripheral nerve blocks in Musculoskeletal
applications.

Prescription Use __ X__ AND/OR Over-The-Counter Use
(Part21 CFR 801 SubpartD) {21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

~ Concurrence of CDRH, Office of Device Evaluation (ODE)

/ Page 1 0f 1

(Division Sigf- Ofﬂ U . | |
| — Prescrins: :
Division of Reproductwe Abdominal and : (Pef?lpggnllgﬁ-m) /

Hadiologlcal Devices
510(k) Number Kogzet2.




MyLabFive

, Mode of Operations
[Clin{cal Application B . M ] PFWD CWD Colar Amplitude | Combined VM Tlasue Other {apecily)
Doppler Dappler [31 Enhancement
Imaging (TEI)
Ophthakmic
Feral N N N N N N N 56,7
[Abdominal N N N N [ N N N 5.6
[ntraoperative {Abdominal) N N N N N N N 5,6, 10
[ntraoperative Neurological
Pediatric N N N N N N 3] N 5,6, 10
ISmau Organ (1) N N N N N N N 4,5,6, 10
Neonatal Cephalic N N N N N N N N 56
jAdult Cephalic N N N N N N N N 6
Cardlac [2] N N N N N N N N N 4,6,8,9
[Transesophageal {Cardiac) N N N N N N N N N 4,6,8,9
[Transesophageal {Nan Cardlac)
[Transrectal N N N N N N N 5,6, 10
[Transvaginal N N N N ] N N 56
Fransurclhral
[ntravascular
pheral Vascular N N N N N N N N 56,7.9,10
Ibapa:nwt;pic N ] N N ] N N 5. &, 10
Musculo-skeletal Conventional N N N N N N N 4,5,6, 10
(ineluding Nerve Blocking) Lo
Musculo-sketetal Superficial N N N N N N N 4,5, 6, 10
(including Nerve Hiocking) .
IOthe.r [Urological) N N N N R N N 5.6
fi Small Organs Inciudes Breast, Thyrotd and Testicten
[ Cardiae s Adult and Pediatric
3 Combined modes are: B+ M + PW + CW + CFM + PD
4 CMM
51 MView
[64 XView
g} QIMT
[8] Sucas
(o] Stratn : /
f10) TP View n Use
. (Per 21 CFR 801.109)

//I/'?/”% %
(Division $fgn-Off) /)
Division of Reproductive, Abdominal and

Radiological Devices | :
510 Number __ T8 2§82

MyLabFive 510(kj December 2008

Page 2




PA230

Mode of Operntions
[Clinical Application B 7] PWD | CWD Color. | Amplitude | Combined | TVM Tivsue | Other zspec"xml
Doppler Doppler 3] Enhancement
Imeging [TEL}
G phthalmic
[Fetal
lAbdaminal [3 P P P P P 3 [3 6
I[nu'a.opemlive {Abdominal}
Ilntranperativc Neurological
Pediatric
Small Organ {1]
ey Cephalic
Adult Cephalic P v P 3 F ) P ? 3
Cardiac [2] P P 4 P P P P P P 4,6,8.9
F‘Enwphageal {Cardiac)
[Transesophageal {Non Cardinc)
ranarectal
[Transvaginal
I’T‘r'anaurelhml
Entravascular
chripheral Vaacular
ILapa:bscupic.
m T TCa —
I(including Nerve Blocking)
ustulo-akeletal Superficial (including
F:nre Blocking) .
Other (Urologieal]
The PA230 probe waa previoualy cleared
via K070503
I Small Organs includes Breast, Thyroid and Testicles
2| Cardiac is Adult and Pediatric
[31 Combined modes are: B+ M + PW + CW + CFM + PD
[t CMM
(sl MView
[6l XView
7 QMT
(8] Streas
] Strain
0] TF View
- Prescription Use v
(Per 21 CFR 801.109)
(Division 8ign-0tf) 1)
Dlw§|on of Reproductive, Abdominal and
Radiological Devices 2
5100 Number ____ (/5592
MyLahElve 510(k) December 2008 Page 3



PA122

Mode of Operations

JClinle tlo

Color
Doppler

Arplitude
Doppter

Combined
3

Tissue
Enhancement

Imaging (TElj

Other [upeciﬁl

IDphthalmic

fretal

[Abdominal

Intraoperative (Abdominal)

Intraoperative Neurological

Pediatric -

ISmaIi Organ [1) .

INennaml Cephalic

fadult Cephaiic

Cardiac [2]

4,6,89

ransesophageal (Cardiac)

ransesophageal (NMon Cardigc)

[Transrectal

[Transvaginal

Fra.nsurethral

ntravascular

Peripheral Vascular

6,9

Laparoscopic

Musculo-skeletal Conventional
{including Nerve Blocking)

Musculo-skeletal Superficial
{including Nerve Blocking}

Other {Urological)

The PA122 probe was previnualy
cleared via KOTQ903
1

2l

B3l

L)

15

61

7l

18]

9

[10}

" MyLabFive 510(k) December 2008

Small Organs includes Breast, 'l'hya-'uid and Testlcles

Cardlac ia Adult and Pediatric

Combimdmnduare:B*M'er'cwoCFMfPD

CMM
MView
Xview
QIMT
Stress
Strain

TP View

(Division Sign-0ff)
Division of Reproductive, Abdominat and
Radio_logical Devices
510(k) Number

k613502

g

Prescription Use
(Per 21 CFR 801.100)

fou Ity

-

Page 4



" LA332

ods [.1.5]
Cliniral Hieatio: B M PWD CWD Color Amplitude | Combined ™M Tisaue Other (specify}
Doppler Doppler 3] Enhancement
(maging (TE1)
[)phlhalmic
fFetal
IAbdominat
I-lntmplerax.ive [Abdmima
. l[n:mnpemtive Neurological
'ediatric P P P P P P P 5,6,10
mall Organ {1] [ P [3 P P P P 4,5, 6,10
[Neonatal Cephalic
jAdult Cephalie
Cardiac [2]
ransesophageal {Cardinc)
ransesophageal (Non Cardiac]
rengrectal
ransvaginal
ranaurcthral
ntravascular
Peripheral Vascular |3 P 3 P [ P P 56,7,9,10
Laparoscopic
Musculo-sketetal Conventional P P P P P P P 4,56, 10
lincluding Nerve Blocking)
lo-sitetetn] Superficial o P P P P P P 4,5.6,10
lincluding Narve Sincking)
Other (Urological]
The LAJ32 probe was previously
cleared vis KD81794 )
[H] Small Organs includes Breast, Thyroid and Testicten
[2) Cardiac Is Adult and Pedintrie
13§ Combined modes are: B + M + PW + CW + CFM + PD
[4] CMM
(] MView
(6] XView
I71 QT
18] Stress
191 Strain
nat TP View
‘ Prescription Use el
/ % . (Per 21 CFR 801.109)
(Division Sign-0fff’ ' J.
Division of Reproductive, Abdominal and
Radiological Devices ‘
510(k) Number ____ K 033X €2
MyLabFive 510(k) December 2008 Page §



LAGS23P

| _ Hode of Operations
cal Applica B M PWD | CWD Colar | Amplitude | Combined |TVM Tinsue Other {specity)
Boppler Doppler 3| Enhancement
Imaging (TED
phihalmic .
Abdominal
Intracperative {Abdominal
lntmopenuivge Neurological
jatric P P P P P P P 5,6,10
ISmall Organ {1) P P P P P P P 4,56, 10
eonatal Cephalic
' r\dul: Cephalic
121
ransesophageal {Cardiact
l‘l‘rﬂ.nmphageal [Nan Cardiach
l‘l‘rana‘rectal
Il‘mnsvaa;inal
I'l‘ransurcthral
ntravascular
Peripheral Vascular P P P P P P P 5,6,7,9,10
PAroscopic
usculo-gkeletal Conventional P P P P P 3 P 4,5,6,10
including Nerve Blocking) "
uscule-skaletal Superficial P P P P P F P 4,5,6,10
including Nerve Blocling)
ther (Urological)
The LAS23P probe is to be cleared via
this submaaion )
11 $madl Organs includea Breast, Thyrvid and Testicles
121 Candiae is Adult and Pediatric
13l Combined modes arc: B + M + PW + CW + CFM + PD
{41 CMM :
151 MView
16l XView
7l QIMT
N L] Siress
sl Strain
(na) TP View
| . Prescription Uge 1/ _
/ % - (Per 21 CFR 801.109) :
PR . I A §
(Division Sign-0ff)
Division of Reproductive, Abdominal and
Radiological Devices e
510(k) Number jifDS{ >
MyLabFive 510(k) December 2008

Page &




C5-2 R13

TP View

W%%, |

(Bivision $1gn-0tf)

Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number

11092992

MylLabFive 510(k) December 2008

Prescription Use _

' ] Modo of Operations
Ctlinleal Heation B M FWD | CWD Color Amplitude | Combined |TVM Tinsue Other [gpecify]
Doppler Doppler 3] Enhancement
Imaging (TET}
IOphthalmic
 fFetal P B [ P P P. P 56,7
lAbdominal P P P P P P P 5.6
[Intmnpemti.ve {Abdominal)
Ilntranperatiw Neurological
intric P P P P P P P 5,6
ISmau Orgen |1)
FNeonmal Cephalic P P P B P P P 5.6
[Adult Cephalic
Cardiac (2]
ransesophageal (Cnrd-iu]
[Transesophageal (Non Cardiac)
[Transrectal
[Transvaginal
[Transurethral
ntravascular
-JPeripheral Vascular 3 T | F P P 3 3 5.6,9
Laparnscopic
usculo-skeletal Conventional
including Nerve Blocking)
usculs-akeletal Superficial
including Nerve Blocking)
ther (Urological)
The C3-2 probe was previoualy
cleared via KDS1794
1 Small Organs includes Breast, Thymid and Testicles
2 Cardiac ia Adult and Pediatric
13l Combined modes are: B + M « FW + CW + CFM + FD
[a CMM
{st MView
(6} XView
m QIMT
18] Strems
[ Strain
110]

-

(Per 21 CFR 801.108)

Page 7



CA123

| Mode of Oporations
A tion 5] [] PWD CWD Calor Amplitude { Combined {TVM Tisaue Other (specify)
. Doppler Daoppler 3] Enhancement
- [maging [TEI}

lUphIhaJmic
JFetal

Abdemina]
fnlraopcmtiw (Abdominal)

[ntracperative Neurological

Pediatric I 4 P P P P . P 5,6
Ismt Organ [1] F 3 F P F 3 P .5.6
[Neonatal Cephalic P P P P P P [ 5,6
JAdult Cephalic

Cardiac [2) P P P P P P P 4,5.6

ranaesophageal (Cardiac)

phageal (Non Cardiac)

[Transrectal
"T‘mmvagine[

[Teansurethrat
Ilntravascular
IPeriphera.l Vascular P P P P P P P 5,6,9
ILapnmscopi: -

uscula-skeletal Cor ional P B P P P P P 4,56
(including Nerve Blocking) .

ttstulo-skelstal Superﬁcial_ P P P P P B - P 4,56
[including Nerve Blocking) N

Dther (Urclogical)

The CAL23 probe was previously

cleared via KOT0503 )

[ 8mall Organs includes Breast, Thyroid and Testicles

12 Cardiac is Adult and Pediarric

@l " Combined modes are: B + M + PW + CW + CFM + PD

B - CMM

sl ) Mview

L) XView

I _ Qe

(8 ’ ‘ Stress .

18 Straln

(1] TP View

Prescription Use
(Per 21 CFR 801.109)

la T,

{Division Sign-0ff) &
Division of Reproductive, Abdominal and

Radiological Devices ;
 sto( Number ___ KO85 ¥82

MyLabFive 510(k) December 2008 Page 8



CA631

(Division Sig%/&c)ga

Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number .

MyLabFive 510{k) December 2008

7{ 0 §5L8 2>~

I Mods of Opetations
{Clal Hon B PWD cwD Color Arnplitude | Combined [TVM Tisaue Qther (gpecify)
Dappler Dogpler [31 Enhancement
Imaging (TEI}
phthalmic
ctal P P P P P P 5,6,7
labdominal F F P P P P 5.6
ntraoperative {Abdominal)
IIntraoperalive Neurclogical
iatric P P P P ® P 5.6
Small Organ [1]
|Neonatal Cephalic
[Adult Cephalic
rdiac 2]
ransesophageal (Cardiac)
Il‘mnsmphageal {Non Cardiac)
mansvaginal
ransurethral
travascular
ripheral Vaseular P P P P P P 36,9
Laparoscopic
[Musculo-skeletal Conventional P P P P P P 4,5,6
{(including Merve Bloclang)
Museulo-skeletal Superficial P P P P P P 4,5,6
[including Nerve Blocking)
IDth:f {Urclogical) P P P P P P 5.6
1 probe was previously
© cleared via KO70003 .
m Small Organs includes Breagt, Thyroid and Testicles
(2 Cardinc is Adult and Pediatric
3 Combined modes are: B + M+ PW «+ CW + OFM + PD
4 CMM :
18 MView
L] Xview
m QIMT
8 Stress
9] Strain
tio} TF View
: Prescription Use /
M (Per 21 CFR 801.109)

Page &



2CW

| . Modo of Operntions

= B M FWD | CWD Color | Amplitude | Combined [TV Tissue Other (apecily)
Doppler Doppler [K]] Enhancement
Imaging {TEf)

phthalmic

Fatal

bdominaf

Ilntraaperau've Neuralogical

Fediatric

Small Organ (1]

" [Nconatal Cephalic

[Adult Cephalic

JCardinc |2] . E P

[Transesophoageal [Cardiac)

Il‘mnsmphagenl_['ﬁon Cardiac)
ITra.nsm:ta!
r. —
ransurethral
ntravascular
ipheral Vascular
llipammpic
) M 1, Le sl 1 Cul
lincluding Nerve Blocking)
NAEL letal ficia]
I?‘irwludhg Nerve Blocking)
g [Urologicel] )
probe was previounly
cleared vin KO70903
[11 Small Organs includes Breast, Thyroid and Teaticles -
] Cardinc in Adult and Pediatric
3 Combined modes are: E + M + PW « CW + CFM + PD
4l CMM
[51 MView
16 XView
m QIMT
18] Stresa
8l Strain
{10} TP View

o

/ | Mer 2 COFI;L‘;ZBI 109)
v S 7.7 %27‘ S

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number Kog3g82_

MylLabFive 510[k)_December 2008 _ Page 10
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a of O

tia

. [siaiet Apslication

Color
Doppler

Amplitude
Doppler

Combined
(3!

Tiasue
Enhancement
Imeging [FED

Other (specify}

Ibphthalmir.

‘etal

[Abdom inat

niranperative (Abdominal)

intraoperative Neurological

edintric

Small ?rgan ft}

[Neonatal Cephalic

jadult Cephalic

rdiac [2)

ransesophageal {Cardiac)

[Transesophageal (Non Cardiac)

fTransrectal

[Tranavaginal

mnsurcthral

[ntravascular

eripheral Vascular

paroscopic

usculo-skeletal Canventional
including Nerve Blocking|

usculo-skeletal Superficial
[including Nerve Blocking]

Ioﬁur‘ﬂ.lm!oglcal]
probe was previously

cleared via KOT0903
[l
{3l
)
i)
5]
(sl
4]
(8}
13
10}

Small Organs includes Breast, Thyroid and Testicles
Cardinc is Adult and Pediatric

‘Combined modes are: B+ M + PW + CW + CFM + PD
CMM

MView

KView

QIMT

Stress

Strain

TP View

(Division Sign-Off)
Division of Reproductive, Abdommal and

Radiological Devices
510(k) Number A0 $2¢22_

MyLabFive 510(k) December 2008

Prescription Use

(Per 21 CFR 801.109) -

-

Page 11




EC1123

MyLabFive 510(k) December 2008

. Mode of Operations
Clinical Application B ] FWD | CWD Color | Amplitude | Combincd [TVM Tisaue Other (zpecify]
Doppler Doppler 13 Enhancement
: Imaging {TEY)
Ophthalmic ]
fFeat P P P P P F 7 5.6.7
iAbdominel
!nlnnpent‘ive {Abdominal)
Intracperative Neurological
Pediatsic
ISmall Orgen {1]
Meonatal Cephalic
Adult Cephalic
 fcardiac |2
[Transesophageal (Cardiac)
[Transesophageal (Non Cardiac)
fTransrectal P 3 B P P P 3 5.6
[Transvaginal P F P P . 7 P P 5,6
ranaur:tl'.ma.l ‘
ntravascular
lPeripheml Vascular
-l].npa.mscupic
¢ lo-skeletal Conv
(including Nerve Blacking)
Musculo-skelctal Superficial
[including Nerve Blocking]
Other (Urdiogical) P P P P P P P 56
The ECI 123 probe was previousty
cleared via KDB1794 .
At . Small Organs includes Breast, Thyroid and Testicles
12] Cardiac is Adult and Pediatric
13 ’ Cambined modes are: B + M + PW + CW + CFM + PD
4 CMM
5] MView
[61 Kview
m QiMT
[8] Stress
9t - . Strain
- o TP View
Prescription Use l/
(Per 21 CFR 801.100)
(Division &ign-
Division of Reproductive, Abdominal and
. Radiological Devices
510(k) Number K092 RZ2

Page 12



TRT33

mmmﬂm

Icl.ln.lenl Application

Color
Daoppler

Amplitude
Doppler

Combined
(3

Tissue
Enhancement
Imaging {TEI

Other [spexify)

IOphmalmic_

[Fetal

[Abdominal

Fnu;nopemlive TAbdominal)

[ntraoperntive Neurologicat

‘JPediatric

Smeall Organ {1]

Neonatal Cephalic
| P

fadult Cephalic

rdiac [21

[Transesophageal (Cardine)

[Transesophageal (Non Cardiac)

Frranarectal

5,6, 10

[Tranavaginal

[Transurethral

ntravascular

IPen'pheml Vascular

ILaparoscopin

Musculo-skelstal Conventional
including Nerve Blocking)

5,6, 10

The TRT33 prebe was previoualy

cleared via K081794

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

Combined modes are: B+ M + PW + CW + CFM + PD

CMM
MVlew
XView
QIMT
Siress
Strain,
TP View

Division Siéﬁﬁd/% MV ~

Division of Reproductive, Abdominal and
KO8352

Radiological Devices
510(k) Number

MyLabFive 510{k) Decamber 2008

Prescnphon Use J/ |

{Per 21 CFR 801.109)

Page 13




TEE022

Mode of Operations

ICI:I.ul:nl Applieation

Color
Doppler

Amplitude
Doppler

Combined
131

Tissue
Enhancement
[maging (TE])

Other [specify)

Ophthatmic

JFewd

jAbdominal

Intraoperative {Abdominal)

[ntraoperative Newrological

Pediatric

Small Organ (1]

Neonatal Cephalic

duit Cephalic

Cardiae (2]

ranacsopliageal {Cardiac)

4,6.8,9

ranzesophageal {Non Carding)

[Transcectal

[Transvaginal

[Transurethral

Intravascular

Peripheral Vascular
Laparascopic

Musculo-skeletal Conventional
lincluding Nerve Blocking)

usculnp-skeletal Superficial
including Nerve Blocking}

Ethur [Urclogical] -
The TEEQI2 probe was pmrmuuly
cleared via KO70903 .

]

]

[31

]

151

is]

Y]

(8l

91

(10]

Smsll Organs includes Breast, Thyroid and Teaticles

Cardiac is Adult and Pediatric

Combined modes are: B + M + PW + CW + CFM + PD

CMM
MView
KView
QIMT
Stress
Strnin
TP View

(et Tty _

Preseription Use
fPer 21 CFR 801,100)

(DivisioR’Sign-Otf)

Division of Reproductive, Abdomina! and

Radiofogical Devices
910(k) Number

Ko f%?g'fz.,_

MyLabFive 510(k) December 2008

e

Page 14




TEE122

Mode of Operations

eal Application B M PWD CwD Color Amplitude
Doppler Doppler

Combined T™VM Tisaue
[31 . Enhancement
Imaging (TEL)

Qther (specify]|

Ophthalmic

IFetal

jAbdominat

I'!nu'anperative {Abdominal)

ive Mi Ve roga |

I[m

5!

Pediatric

ISmaIl Organ (1]

[eonatal Cephalic

[Adult Cephalic

Cardiac [2]

[Transesophegeal {Cardiac) P P P P P P

4,6,8,9

[Transesophageal ([Non Cardiac)

[Tranarcctal

[T ransvaginal

ransurethral

Intravascular

IPen'phem} Vascular

PArCsCopic

Musculp-skeletal Conventional
[including Nerve Blocking)

Muscule-askelstal Superficial
[including Nerve Biocking)

ther (Urological)

‘The TEE121 probe waa previousty

cleared wia K070903

m
2|
13l
4
st
16t
[
18]
)
[0f

Bmall Organa includés Breast, Thyreid and Testicles
Cardiac is Adult and Pediatric 7
Combined modes arc: B+ M + PW + CW + CFM + PD

d P4
Divislon of Reproductive, Abdominal and
Radiological Devices

51000 Number ___K 0¥3%¢ 2.

MyLabFive 510(k) December 2008

Prescription Use

o

{Per 21 CFR 801.109)

Page 15



IOE323

Maode of ng' Hons .
el Applicatisn B ™ PWD | CWD Color | Amplitude | Combined | TVM Tiasue Dther (specify)
Doppler Daoppler 13l Enhancement
{ tmaging {TEN

Ophthalmic
Feval .
[bdammal g Q P F F P g 5610
[ntraoperative (Abdominal) P P P * P P P 3 5,6,10

Iln(mopcml.ive Neurnlogical

Pediatric : P P P P P P P 5.6.10
mall Organ [1] P B P F P P P 4,5%,6,10
|Neonatal Cepheiic
iAdult Cephalic
Cardiac [2)

[Trnsesophageal [Cardiec)

[Transesophageal (Non Cardiac)

[Transrectn]

ransvaginal
ransurciiral

Illxtmvascular

IPeripheral Vascular P 3 3 3 P P P 5,69, 10

Laparoscopic

usrulo-skeletal Conventional P . P P : P P P P 4,5,6,10
{including Nerve Blocking}

usculo-skeletal Superficial P P - P P [ P . P 4,5,6,10
(inchuding Nerve Blocking) ’

Other (Urological]

The IOE32] probe wan previously
cleared via KOT0S02

(1] Small Organa includes Breast, Thyroid and Testicles
2 Cardiac is Adult and Pediatric ’

(E]] Combined modes are: B + M + PW * CW + CFM + PD
4 . CMM ’

(sl MView

{61 XVicw

i : QT ’
18 Btress

191 Strain

f1e] TP View

Prescription Use____o~"
% (Per 21-CFR 801.109)
{Divisio 7 |

9 _
Divi_slon of Reproductive, Abdominal and
Radiological Devices

51000 Number ___ K DE25% 2

MyLabFive 510(k) December 2008 ' _ " Pageds



LP323

Mods of Operations
!cﬁ.n.leal Application B M PWD CWD Calor Amplitude | Combined WM Tisaue Other (specify)
Doppler Doppler 131 " | Enhancement
Imaging (TEI

Ophthalmic

JFetal

lAbdominal P P P i P P | . P 5,6, 1D

[[ntmopemlive [Abdominal)

I[ntraopemive Neurological

Pediatric

lSmaI! QOrgan [1]

INeonatal Cephalic

dult Cephalic
inc [2]

} fTransesophegeal (Cardiac)

[Transessphageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

paroscopic P P P [J P P 3 5,6, 10

LP323 probe wan previously

cleared via KO51837 & K081794

[l Small Organs includes Breast, Thyroid and Testictes
12l Cardiac is Adult and Pediatric

1 . Combined modes are: B + M + FW + CW + CFM + FD
4 CMM ‘ ’

{sl MView

61 . XView

7 QIMT

8] Stress

(sl ’ Strain

1ot TP View

/

— % o Prascription Use
: ~ fPer 21 CFR 801.109)
(Division Big | -
Division of Reproductive, Abdominal and
Radiological Devices 4 |
510(k) Number 7"( 52'3 B2

MyLabFive 510(c) Oecember 2008 ' _ Page 17



1-5PA

plode of Oporations :
[Clinical Applicntion B CWD Color Amplitude | Combined Tissus Other (specify)
Doppler Doppler 131 Enhancement
‘ Imaging (TEI)
Ophthalmic
Fetal
|Abdominal N N N N N N .6
Iintmoperauve {Abdominal]
Intraoperative Neurological
Fhw —
. Iaman Qrgan {1]
fNeonatal-Cephalic
Ml;[t Cephalic N - N N N N N 6
Cardine [2) N N N N N N 4,6,8,9

[Transesophageal (Cardiac)

Tmmemphageﬂ {Non Cardiac)

ﬁ‘mnsrectal

[Transvaginal

Transurethral

[ntravascular

Peripheral Vascular

Laparogcopic

Musculo-skeletal Conventional
[including Nerve Blocking]

Muscula-gkeletal Superficial (including
Herve Blocking)

IOt!mr (Urological)
The 1-5PA probe ia to A,

submssion

[

[21

13

[4] CMM

5] MView

161 XView

g QimMT

8l Stresa

(i Strain

(1] TP View
(Divisicn Sign-
Radiological Devices
510(k) Number

MyLabFive 510(k) December 2008

Small Organs includes Breast, Thyroid and Teaticles

Cardiac is Adult and Pediatric

Combined modes are: B + M + PW + CW + CFM + PD

Z‘?,/A\é

Division of Reproductive, Abdominal

and _

Prescription Use

/

(Per 21 CFR 801.109)

Ko3383 2
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