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510{k) Submission
6200 and 6250 Upgrades
Esaote, 5.p.A. '

807.92(a)(4)

Device Description
Both 6200 and 6250 models are mainframe ultrasound systems used to perform diagnostic general
ultrasound studies. The primary modes of operation are for both systems: B-Mode, M-Mode, XView,
Multi View {MView), Trapezoidal View (TPView), Doppler, Color Flow Mapping, Amplitude Doppler (AD),
Tissue Velocity Mapping (TVM) and Tissue Enhancement Imaging (TEl). Both 6200 and 6250 are
equipped with an LCD color display where acquired images and advanced image features are shown.

The Virtual Navigator is a software option designed to support a radiological clinical ultrasound
examination (first modality) and follow a percutaneous procedure providing additional image
information from a 2nd imaging modality (CT, MR or US). The user is helped in assessing the patient
anatomy by displaying the image generated by the 2nd modality.

6200 models including Virtual Navigator software option have been cleared by k100931; 6250 models
including Virtual Navigator software option have been cleared by k103152.
Virtual Navigator has also been cleared for use with 6100 and 6150 models by k081386.

The purpose of this submission is to introduce an upgrade to both Esaote 6200 and 6250 models to add
additional software capabilities. 6200 and 6250 Upgrades, defined herein, combine the cleared features
of both 6200 and 6250 models with other new software capabilities related to the Virtual Navigator
software option and listed below:

+ Navigation Software - new user interface

e Tracking System — new Ascension tracking module-managing also needle and motion
Sensors

e Second Modality Data Acquisition - multi dataset management {(MRI, PET, CT, US via
Dicom — US including acquisition and navigation)

e New Indications: Gynecological, Obstetrics, Pediatric, Small Organs, Transcranial

e Registration Techniques —added one paint registration

e Target Definition — introduced intelligent positioning
Planning - updated needle table
3D Panoramic

The 6200 and 6250 Upgrades are manufactured under an I1SO 9001:2000 and ISO 13485 certified quality
system. '
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510({k) Submission
6200 and 6250 Upgrades
Esaote, 5.p.A.

807.92(a)(5)

Intended Use

Esaote’s Model 6200 is a mainframe ultrasound system used to perform diagnostic general ultrascund
studies including Cardiac, Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult
Cephalic, Small Organs, Musculoskeletal (Conventional and Superficial), Abdominal, Fetal, Transvaginal,
Transrectal, Pediatric, Intraoperative (Abdominal), Laparoscopic and Other: Urclogic. The 6200 system
provides imaging for guidance of biopsy and imaging to assist in the placement of needles in vascular or
other anatomical structures as well as peripheral nerve blocks in Musculoskeletal applications.

Esaote’s Model 6250 is a mainframe ultrasound system used to perform diagnostic general ultrasound
studies including Cardiac, Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult
Cephalic, Small Organs, Musculoskeletal (Conventional and Superficial), Abdominal, Fetal, Transvaginal,
Transrectal, Pediatric, Intraoperative (Abdominal), Laparoscopic and Other: Urologic. The 6250 system
provides imaging for guidance of biopsy and imaging to assist in the placement of needles in vascular or
other anatomical structures as well as peripheral nerve blocks in Musculoskeletal applications.

The Virtual Navigator software option for Esaote models 6200 and 6250 is intended to support a
radiological clinical ultrasound examination (first modality) and follow percutaneous procedures or
surgical operations providing additional image information from a second imaging modality {CT, MR, US
and PET). The second modality provides additional security in assessing the morphology of the
ultrasound image.

Virtual Navigator can be used in the following application: Abdominal, Gynec'ological, Musculo-skeletal,
Obstetrics, Pediatric, Urologic, Small Organs, Peripheral Vascular and Transcranial for radiological
examinations only. '

The second modality image is not intended to be used as a standalone diagnostic image since it
represents information of a patient that could not be congruent with the current (actual} patient
position and shall therefore always been seen as an additional source of information.

The Virtual Navigator tracking system should not be used on or around persons with a cardiac
pacemaker, and should not be used around life supporting equipment.

807.92(a)(6) ,
Technological Characteristics

The 6200 and 6250 Upgrades employ the same fundamental technological characteristics as their
predicated devices. The 6200 Upgrade model is substantially equivalent to Esaote 6200 model cleared
by FDA via K100931. The 6250 Upgrade model is substantially equivalent to Esaote 6250 maodel cleared
by FDA via K103152. The Virtual Navigator software is substantially equivalent to prior clearances in
K100931, K103152 and K081386. Additional features of the Virtual Navigator are substantially
equivalent to the GE Volume Navigation as cleared on the GE Logiq E9 via K123564.

1323168 Reéponse to Request for Additional Information  Esaocte, SpA Page 8 of 278



510(k) Submission
6200 and 6250 Upgrades
Esaote, 5.p.A.

Clinical uses for which both 6200 and 6250 are designed are not changed by the 6200 and
6250 Upgrades, to be cleared with this submission.

Clinical uses for which both 6200 and 6250 Upgrades are equivalent to those of Esaote 6200
model, cleared via k100931, and of Esaote 6250 model, cleared via k103152.

Clinical uses for which Virtual Navigator is designed are the same of the 6200 and 6250
systems.

Clinical uses for which Virtual Navigator Upgrades are equivalent to those of General Electric
Volume Navigation on the Logiq ES, cleared via k123564,

Esaote 6200, 6250 and General Electric (GE) Logiq E9 ultrasound systems are equipped with a
software option designed to support a radiological clinical ultrasound examination (first
modality} and follow a percutaneous procedure providing additional image information from
a second imaging modality {CT, MR or US). Virtual Navigator was originally FDA cleared via
k081386 with Esaote 6100 and 6150 models, and was subsequently cleared for use with the
Esaote 6200 and 6250 models via k100931 and k103152, respectively. The GE Volume
Navigation has been cleared via k123564.

Esaote 6200, 6250 and General Electric Logiq E9 ultrasound systems are able to acquire
volumetric dataset using motorized probe. Esaote 3D/4D mode with motorized probes has
been FDA cleared via k100931 for 6200 model and via k103152 for 6250 model, General
Electric 30/4D mode has been FDA cleared via 082185.

Esaote 6200, 6250 and General Electric Logiq E9 are designed to meet the IEC60601-1 and

IEC60601-2-37 safety requirements.

Esaote 6200, 6250 and General Electric Logiq E9 provide an Acoustic Qutput Display feature
per AIUM / NEMA standards, with equivalent Ispta and MI maximal values.

807.92(b)(1)

Summary of Non-Clinical Tests

The devices have been evaluated for acoustic output, biocompatibility, cleaning and disinfection
effectiveness as well as thermal, electrical, electromagnetic, and mechanical safety, and have been
found to conform to the foliowing medical device safety standards.

» |EC 60601-1

s [EC60601-1-2

» |EC 6060 1-2-37

e NEMA UD-3 - Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indices
on Diagnostic Ultrasound Equipment

® NEMA UD-2 - Acoustic Output Measurement Standard for Diagnostic Ultrasound

e IS0 14971

e [S062304

:-+12333¢ Response to Request for Additional Information  Esaocte, SpA ' Page 9 of 278



510(k} Submission
6200 and 6250 Upgrades
Esaote, S5.p.A.
807.92(b){2)
Summary of Clinical Tests

No clinical tests were performed.

807.92(b}(3)

Conclusion
The 6200 and 6250 Upgrades are substantially equivalent to the legally marketed devices and conform
to applicable medical device safety and performance standards.

133104 Response to Request for Additional Information  Esaote, SpA Page 10 of 278
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue

Document Control Center — WO66-G609

Silver Spring, MD 20993-0002
April 15,2014
ESAOTE S.P.A.
C/O ALLISON-SCOTT
NAVIGANT CONSULTING, INC.
9001 WESLEYAN ROAD, SUITE 200
INDIANAPOLIS, IN 46268

Re: K133905
Trade/Device Name: 6200 Ultrasound System, 6250 Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 1I
Product Code: IYN, IYO, ITX
Dated: March 17,2014
Received: March 18, 2014

Dear Ms. Scott:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and 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) that do not require approval of a premarket approval application (PMA).
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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the 6200 and 6250 Ultrasound Systems, as described in your premarket notification:

Transducer Model Number

CA123 CA421 CA430 CA431
C5-2R13 CAS541 CA621 CA®631

- SC3123 LLA332 LA435 LAS522
[LAS23 [LA532 LAS533 LA923
SL3116 PA023 PA122 PA230
PA240 BC431 BC441 BC433
BE1123 EC123 EC1123 TEE022
TEE132 I0E323 10T332 10T342
LP323 . TRT33 : 2CW 5CW

HFCW



Page 2—Ms. Scott

If your device is classified (see above) into either class IT (Special Controls) or class I1I (PMA),
it may be subject to 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); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-~
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/Resourcesfor You/Industry/default.htm. Also, please note
the regulation entitied, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse cvents under the MDR regulation (21
CFR Part 803), please go to

http://www.fda.gov/Medical Devices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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) 638-2041 or (301) 796-7100 or at its Internet address

http://www.fda.gcov/Medical Devices/ResourcesforYouw/Industry/default. htm.

Sincerely yours,

Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

for

Enclosure



DEPARTMENT OF HEALTH ANP HUN!AN SERVICES Form Approved; OMB No. 0910-0120
Food and Drug Administration Expiration Date: December 31, 2013
indications for Use See PRA Statement on last page.
510(k) Number {if known)
K133905
Device Name
6200 and- 6250 Ultrasound Sysiems
Indications for Use (Describe)

Esaote’s Model 6200 is a mainframe ulirasound system used to perform diagnostic general ultrasound studies including Cardiac,
Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult Cephalic, Small Organs, Musculoskeletal (Conventional and
Superficial), Abdominal, Fetal, Transvaginal, Transrectal, Pediatric, Intraoperative (Abdominal), Laparoscopic and Other: Urologic.
The 6200 system provides imaging for guidance of biopsy and imaging to assist in the placement of needles in vascular or other
analomical structures as well as peripheral nerve blocks in Musculoskeletal applications.

Esaote’s Modcl 6250 is a mainframe ultrasound system uscd to perfonm diagnostic general ultrasound studics including Cardiac,
Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult Cephalic, Small Organs, Musculoskeletal (Conventional and
Superficial), Abdominal, Fetal, Transvaginal, Transrectal, Pediatric, Intraoperative (Abdominal), Laparoscopic and Other: Urologic.
The 6250 system provides imaging for guidance of biopsy and imaging to assist in (he placement of needles in vascular or other
anatomical structures as well as peripheral nerve blocks in Musculoskeletal applications.

The Virsal Navigator software option for Esaote models 6200 and 6250 is intended to support a radiological clinical ultrasound
examination {first modality) and follow perculaneous procedures or surgical operations providing additional image information from a
sccond imaging modality (CT, MR, US, and PET). The sccond modality provides additional security in assessing the morphology of
the ultrasound image.

Virtual Navigator can be used in the following application: Abdominal, Gynecological, Musculo-skeletal, Obstetrics, Pediatric,
Urologic, Small Organs, Peripheral Vascular and Transcranial for radiological examinations only.

The second modality image is not intended to be used as a standalone diagnostic image since it represents information of a patient that
could not be congruent with the current (actual) patient position and shall therefore always been scen as an additional source of
information.

The Vinual Navigator racking system should not be used on or around persons with a cardiac pacemaker, and should not be uscd
around lifc supporting equipment.

Type of Use (Select one or both, as applicable)
Prescription Use (Part 21 CFR 801 Subpart D) "] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON A SEPARATE PAGE IF NEEDED.

| FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

EAA
@7@/%

PSC Poblishing Services (30F} 4436740 EF

FORM FDA 3881 (9/13) Page 1.0f 2

Page 1 of 41



6200

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Operations

Clinical Application B M FWD CwWD Color Amplitude | Combined Color Velocity Harmenic | Oth
Doppler Doppler 4] Mapping {TVM) | Imaging [TEL}
(FD)

(Ophthalmic
JFetal P P F P P P P G i
Jabdominal P " P F P F P F 1
Jintracperative (Abdominal) P P P 3 P P P P ]
IIntraopcmtivc Neurological
[Pcdiatric P P P F P G P P 1
[smait Organs [1] P P P 3 P P P 2 i
[Neonatal Cephalic P F P P P P P P i
lAdult Cephalic P [ P P P P P P 3
(Cardiac [2] P P P P P P P P P(8) I
[Transesophageal (Cardiac) P P P P P P P P [ i
[Transesophageal (Non Cardiac)

[Tranarectal » P P P P P 3 P E
[Transvaginat P P P P P P P P [
[Transurcthral
|intravascular
JEeripheral Vascular P P 3 P P P P P [
ILaparuscopic P P 4 P P P P P E
Musculo-skeletal Conventional 3 P P P P B P 1
I[3]

Muscule-skeletal Superficial [3} 14 P P P P P P [ 1
Igmc,- [Urological) P P P P P 3 P P 1
N: New indication; P! Previously cleared by FDA; E:Added under Appendix E

|11] Small Organs includes Breast, Thyroid and Testicles

[2] Cardiac is Adult and Pediatric
13] Musculo Skeletal - Neyve Block

[4] Combined modes are: B+M+PW+CW+CFM+PD

|5) Compound lmaging (Mview)

[6] 3D/4D
[7] CMM

[8] In¢ludes contrast (CnTl) in Adult Cardiac for left ventricle opacification and

visualization of the left ventricular endocardial berder

Previously cleared via k100931

Prescription Use Only Per 21 CFR 801 PartD

Concurrence of Center for Devices and Radiological Health {CDRH)



6250

Intended use: Diagnostic ultr:

asound imaging or fluid flow analysis of human body as follows:

Mode of Operations

Clinical Application B M WD CwWD Color Amplitude | Combined Color Velocity Harmonic | Othe
Doppler Doppler [4] Mapping (TVM) | Imaging (TE])
[gn)] ’
Ophthalmic
Fetal P P P P P P P F P
lAbdominal P P F P P P P P [
Intraoperative {Abdominal) P P P P P P P P
Intraoperative Neurological
Pediatric P P P P P P P P P:
[Small Organa |1] P 3 P P P P P P P:
Jeonatal Cephalic P P P F P P P P P
JAdult Cephalic 3 P P P P P P 3 P:
JCardiac [2] P P 3 P P P F P F8) P
[Transesophageal (Cardiac) P P P P P P P P P P
[Transesophageal (Non Cardiac)
[Transrectal 4 P P [ P P P:
[Transvaginal P P P P [ P P P:
[Transurethral
Jintravascular E
IPen'pheral Vascular P P P P F P 3 P P
Epamscopic P 7 P P P P P P:
Muscule-skeletal Conventional P P P P P P P P P
13]
IMusculo-skeletal Superficial [3] P P P P P P P P P:
[Other (Urotogical} B P P P P P P P P:

N: New indication; P: Previeusly cleared by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles
|2| Cardiac is Adult and Pediatric

[3] Musculo Skeletal - Nerve Block
[4] Combined modes are: B+M+PW+CW+CFM+FD

[5] Compound Imaging {Mview)

[6) 3D/4D
[7) CMM

[8) Includes contrast (CnTI) in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

Previously cleared via k103152

Prescription Use Only Per 21 CFR 801 Part D

Cancurrence of Center for Devices and Radiological Health (CDRH)



CA123 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imagina or fluigd flow analxsis of human body as follows:
: Mode of Operations
Clinical Application B M FWD CWD Color Amplitude | Combined Color Velocity Harmonic | Othe
Doppler Dappler 4] Mapping (TVM) | Imaging (TEI)
{FL3)

Ophthalmic
|Fetal P 3 P P P P P 3]
I,Abduminal M P P P P P P P P:
Ilmranpcrativc {Abdominal)
Ilntraoperative Neurclogical
JPediatric P P P P P P P P
JSmall Organa [1] P P v P P B F B
Neonatal Cephalic F P P P P P P P:
I.Adu]t Cephalic
Icardiac [2] P P P 3 P P P P:

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

[Tranavaginal

[Transurcthral
Jintravascular
JPeripheral Vascular P P P P P P F F P
I]..aparoscopic

Musculo-skeletal Conventional P P P P P P [ P P:

13]
IMuscu]o-skclcla.l Superficial [3] P P P P F P P P P:
Jother (Urological

N: New indication; P: Previeusly cleared by ﬁ_A; E:Added under Appendix E

[t] Small Organs includes Breast, Thyroid and Testicles
2] Cardiac is Adult and Pediatric
13] Musculo Skeletal - Nerve Black

[4] Combined modes are: B+M+PW+CW+CFM+FD

|5} Compound Imaging (Mview)

[6] 3D
[7] CMM

[8] Includes contrast (CnT]) in Adult Cardiac for left ventricle opacification and

visualization of the left ventricular endocardial border

Previousty cleared via ki00931
and k103152

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiological Health {CDRH)



CA421 (6250 system only)

Mode of Operations

Intended use: Diagncstic ultrasound imaging or fluid flow analzsis of human body as follows:

Clinjcal Application

B

M

PWD

CWD

Color
Doppler

Amplitude
Doppler
{FD)

Combined

19

Color Velocity
Mapping (TVM)

Harmonic
Imaging (TE])

Othe

Ophthalimic

JFetal

-]

IAbdominal

IIntraaperative [Abdominal)

I[ntmoperalive Neurological

Jpediatric

I5mall Organs {1]

INeonatal Cephalic

jadult Cephalic

Cardiac [2]

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac)

[Tranarectal

[Transvaginal

[Transurethral

fintravascular

IPeriphcral Vascular

JLaparoscopic

Musculo-skeletal Conventional
13)

ﬂMu:cu]o-akeletal Superficial |3]

Other {Urclogical)

P

P

3

(1) $mall Organs includes Breast, Thyroid and Testicles
(2] Carciac is Adult and Pediatric
[3] Musculo Skeletal - Nerve Block

[4) Combined modes are: B+M+PW+CW+CFM+PD

[5] Compound Imaging [{Mview)

16] 3D
[7] CMM

I
N: New indication; P: Previously clearcd by FDA; E:Added under Appendix E

|8] Includes contrast {CnTI) in Adult Cardiac for left ventricle opacification and

wvisualization of the left ventricular endocardial barder

Previously cleared via k103152

Prescription Use Only Per 21 CFR 801 Part D

Cancurrence of Center for Devices and Radiological Health (CDRH)



CA430 (6200 and 6250 systems}

Intended use: Diagnostic ultrasound imaging or fluid flow analzsis of human bodz' as follows:
I Mods of Operations

JClinical Application B M PWD CWD Color Amplitude | Combined Color Velecity Harmonic | Other (&
Doppler Doppler & Mapping (TVM} | Imaging (TE])
(PD}

Ophthalmic
JFetal P P P P P P [3 P 5,
JAbdeminal F G P G P P P F:5,
llntraoperative (Abdominal}
Ilmnmperau've Neurological
Jrediatric P P P P P P P P: 5,
ISmall Organ= (1) P P P P P P P E: 5
INeonatal Cephalic

dult Cephatic

Cardiac [2] P [3 [ P P P P B 5,

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac}

[Transrectal

[Transvaginal

[Transurethral
fintravascular
[Peripheral Vascular P F P P ¥ P P P: 5,
ILaparoucopic

Musculo-skeletal Conventional P r P P P P [ P 5.

13]
JMusculo-skeletal Superficial [3] P P P 3 P F P B: 5,

Other (Uralogical) P P P P P F P P: 5

N: New indication; P: Previously cleared by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles

[2] Cardiac is Adult and Pediatric

[3] Musculo Skeletal - Nerve Block

[4] Cambined meodes are: B+M+PW+CW+CFM+PD

(5] Compeund Imaging (Mview}

[6] 3D
[7] CMM

[8] Includes contrast {CnTI) in Adult Cardiac for left ventricle apacification and

visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Heaith (CDRH)



CA431 (6200 and 6250 systems)
Intended use: Diagnostic ultrascund imaging or fluid flow analxsis of human bodz as follows:

Mode of Operntions

Clinical Application B M PWD CWD Coler Amplitude | Combined Color Velocity Harmonic | Othe
Doppler Doppler 4] Mapping {TYM)] | Imaging (TEl)
(PD)
(Ophthalmic
|Fetal P P P P P P P P:
|JAbdominal P .F P P P P P P:
Intraoperative (Abdominal)
Intraoperative Neurological
Pediatric P P P P F P P
Small Organs [1} P [ P P P P P
Neonatal Cephalic
ladult Cephalic
Cardiac 12| P P P P P P P P
[Transesophageal {Cardiac)
[Transesophageal {Non Cardiac)
[Transrectal
[Transvaginal
[Transurethral
Intravascular
Pcripheral Vascular | P P P P P P P P:
Laparescopic
Musculo-skeletal Conventional P P P P F P P P
131
Musculo-skeletal Superficial |3) F P P P P P 3 P
Other (Urological) P P P P P P P P

N: New indication; P: Previously cleared by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles
[2] Cardiag is Adult and Pediatric
[3) Musculo Skeletal - Nerve Block

[4] Combined modes are: B+M+PW+CW+CFM+PD}

(5] Compound Imaging (Mview)

16] 3D
{7] CMM

{8] Includes contrast {CnTl) in Adult Cardiac for left ventricle opacification and

visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiological Health (CORH)



C5-2 R13 (6200 and 6250 systems)

Intended use: Diagnastic ultrasound imagina or fluid flow analysis of human body as follows:
Modg of Operations
[Clinical Application B M PWD CWD Color Amplitude | Combined Color Velocity Harmonic | Othe
Daoppler Doppler 4] Mapping (TVM] ] Imaging (TEI)
(L]

jOphthalmic
| [T ‘ P P P P F P P:
Jrbdominal P 3 P P P F P P:
Ilmraoperative {Abdominal)
llmraopcrative Neurglogical
[Pediatric P P F P P P P
3mall Organs [1] P F P F P P P.
Inconatal Cephalic

|Adult Cephalic

Cardiac |2] P P P 3 P P P P
[Transesophageal {Cardiac]

[Trar phageal {Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

[intravascular

[Peripheral vascutar P P P P P P P P
ll.aparuscupic

Muscule-skeletal Conventional P P |3 P P P P P:
13f

Musculo-skeletal Superficial [3] P P P P P P P B:

P P P P P P P

IOther {Urological) P

N: New indication; P: Previously cleared by FDJA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles

[2) Cardiac is Adult and Pediatric
[3} Musculo Sketetal - Nerve Block

[4] Combined mades are; B+M+FW+CW+CFM+FD

[5] Compound Imaging {(Mview)

16} 3D
[7} CMM

[8] Includes contrast (CnT]) in Adult Cardiac for lcft ventricle opacification and

visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



CA541 (6200 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analxsis of human body as follows:

Mode of Operations
Clinical Applicution B M PWD CcwD Color Amplitude | Combined Caolor Velocity Harmenic | Othe
Doppler Doppler 4] Mapping (TVM] | Imaging (TEI}
{FD)
Ophthalmic
Fetal P P P P P P F:
bdeminal P P P 4 P P P:
Intracperative (Abdoninal) “
I]ntraoperative Neurological
fPediatric P P P P P P P:
ISma]l Organs [1) P P P P P P P
INeonatal Cephalic
|Adult Cephalic
[Cardiac (2] 4 P P P P P P P
[Transesophageal {Cardiac)
[Transcsophageal {Non: Cardiac)
[Transrectal
[Transvaginal
[Transurethral
Intravascular
JPeripheral Vascular P F P G P P G P:
ILaparnscopic
Musculo-skeletal Conventional 3 P g P P P P P
131
fMusculo-skeletal Superficial (3] P P F P P P P P
P P P P P P P P:

lOther (Urological)

[1] Small Organs includes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pediatric
[3] Musculo Skeletal - Nerve Block

[4] Combined modes are: B+M+PW+CW+CFM+PD

[5] Compound Imaging {Mview)

6] 3D
[7] MM

e —
N: New indication; P: Previcusly cleared by FDA; E:Added under Appendix E

|8} Includes contrast (CnTl} in Adult Cardiac for left ventricle opacification and

visualization of the left ventricular endocardial border

Previously cleared via k100931

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiclogical Health (CORH)



CAS541 (6250 systems)

Intended use: Dlagnosﬂc ultrasound i magmg or fluid flow analzsm of human body as follows:

Mode of Operations
Jciinical Application B M PWD CWD Color Amplitude | Combined Calor Velocity Harmonic | Qthe
Doppler Doppler [4] Mapping (TYM) | Imaging (TEI)
(FD)

[Ophthalmic

Fetal E E E E E E E E:
Jabdominal E E E E E E E E:
ilmrao;xmtiv: {Abdominal)

llntraopcralivc Neurclogical

[Pediatric F E E E E E E E:
[small Grgana {1 E E E E E E E E
INeonata) Cephalic

iAdult Cephatic

Cardiac [2] E E E E E E E E:
[Tranzcsephageal {Cardiac)

[Transcsephageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral
jintravascular

Peripherat Vascular E E E E E E E E:
[Laparoscopic

Musculo-skeletal Conventional E E E E E E E E:

13] )
IMusculo-skeletal Superficial [3] E E E E E E E £

Other (Urological) E E E E E E E E:

N: New indication; P: Previously cleared by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pediatric

|3] Muscula Skeletal - Nerve Block

{4] Combined meodes are: B+M+PW+CW+CFM+PD

[5] Campound Imaging (Mview)

[6] 30
[7] CMM

[8] Includes contrast {CnTl) in Adult Cardiac for left ventricle apacification and
visualization of the left ventricular endocardial border

Previously cleared via Appendix
E

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



CAb621 {6250 systems only)

Intended use: Diagnostic ultrasound imaging or fluid flow analzsis of human bod! as follows:

Mode of Operations

lication

B

M

FWD

CwWD

Color
Dappler

Amplitude
Doppler
{FD)

Caombined
14l

Color velocity
Mapping (TVM)

Harmenic
Imaging (TEI}

Othe

JOphithalmic

lFMal

-

IAbdornina.l

Ilrn.raoperative (Abdominal)

Ilmraoperativc Neurological

JFediatric

ISmal] Organs [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

[Transcsophageal {Cardiac)

[Transesophageal {Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

Jintravascular

IPeripheml Vascular

lLaparcucopic

Musculo-skeletal Conventional
131

JMusculo-skeletal Superficial [3]

Other {Urological)

P

P

P

N: New indication; P: Previously cleared by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles
|2) Cardiac is Adult and Pediatric
|3] Musculo Skeletal - Nerve Block

[4] Combined modes arc: B+M+PW+CW+CFM+PD

[5] Compound Imaging (Mview)

(6] 3D
{7] CMM

|8] Includes contrast {CnTl) in Adult Cardiac for left ventricle opacification and

visualization of the left ventricular endocardial border

Previously cleared via k103152

v

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiological Health (CORH})



CAB31 (6200 and 6250 systems)

asound imaging or fiuid flow analy'sis of human body as follows:

Intended use: Diagnhostic uitr,

Mode of Operations

[Clinical Application B M PWD CWD Color Amplitude | Combined Color Velocity Harmonic | Othe
Doppler Doppler [4] Mapping {TVM) | Imaging (TEI])
{FD)

Ophthalmic
JFetal P P P P P P P:
fabdominal P 3 3 P P P [
IInlmoperalivc (Abdominal)
[intracperative Neurological
JPediatric r P P P P P P P:
JSmall Organs [1] 3 P P P P 2 P P
INeonatal Cephalic

|Adult Cephalic

(Cardiac [2] P P 4 P P P P P
[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral
Jintravascular

Peripheral Vascular P P P 3 P P P B
lLaparoscopic

Musculo-skeletal Conventional P P P P P P P P:
13]
IMusculo-skeletal Superficial [3] P P P P P P 3 P
(Other (Urological} P P P r P P P P:

N: New indication; P: Previously cleared by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles

[2] Cardiac is Adult and Pediatric
[3] Musculo Skeletal - Nerve Block
[4] Combined modes are: B+M+PW+CW+CFM+PD

[5] Compound Imaging (Mview}

(61 3D
(7] CMM

[8] Includes contrast {Cn'Tl) in Adult Cardiac for 1eft ventricle opacification and

visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR B01 Part D
Concurrence of Center for Devices and Radiclogical Health (CORH)



SC3123 (6200 and 6250 systems)

. Intended use: Diagnostic ultrasound imaging or fluid flow anal!sis of human‘body as follows:

Mode of Operations
[Clinical Application B M FWD CWD Calor .| Amplitude | Combined Color Velocity Harmonic | Othe
Deppler Doppler [4p Mapping (TVM] | lmaging (TEL)
(PD}

[Ophthalmic

Fetal E E E E E E E E:
fAbdominal E E 3 E E E E E:
Ilmraopera!ive {Abdeminal]
Iln(raopera:ive Neurological
FPediatric E E E E E E £ E:
lSmall Organs [1] E E E E E E E E:
INeonatal Cephalic E E E . E E E E E:

iAdult Cephalic

Cardiac [2] E E E E E E E E:

[Transcsephageal (Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

ransurethral

[intravascular

IPeriphcra.'l Vascular E E E E E E E E:
ILapamscopic

Musculo-skeletal Conventional E E E E E E E E:

i3]

Musculo-skeletal Superficial [3] E E E E E E E E:
Ether (Urclogical)

N: New indication; P: Previously cleared by FDA; E:Added under Appendix E

|1] Small Organs in¢litdes Breast, Thyroid and Testicles
|2] Cardiac is Adult and Pediatric

|3] Musculo Skeletal - Nerve Block

[4] Combined modes are: B+M+PW+CW+CFM+PD

|5| Compound Imaging (Mview)

16] 3D
[7] CMM

18] Includes contrast {CnTl) in Adult Cardiac for left venincle opacification and
visualization of the left ventricular endocardial border
Previously cleared via Appendix

E

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



LA332 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Clinical Application B M PWD CwWD Coalor Amplitude | Combined Color Velocity Harmonic | Othe
: Doppler | . Dgppler 4] Mapping {TVM] | Imaging [TEl)
(PD}
[Ophthalmic
[Fetal P P P P P i P P
bdominal P P P [ [ P P P:

Intraoperative {Abdominal)

Intraoperative Neurological

Pediatric P P P P P P 4 P

Small Organs [1] P P 3 P [ i B P
FNeonatal Cephalic P P P P P F P P

Adult Cephalic

Cardiac [2] P P P P P P F P:

[Transesophageat (Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral
Jintravascular
JPeripheral Vascular 3 P v P 3 P P [
Il.apa.roscopil:

Musculo-skeletal Canventional 3 B P P 3 P P P:
B

Musculo-skeletal Superficial [3] P P P P P P P [
thr [Urelogical P P P P P P P P:

m—
N: New indication; P: Previcusly cleared by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pediatnic

|3] Musculo Skeletal - Nerve Black

[4] Combined mades are: B+M+PW+CFM+PD

|5) Compound Imaging (Mview)

6} 3D
[7] CMM

|8] Includes contrast (CnTl) in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



LA435 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Operantions

[Clinical Application B M PWD CWD Color Amplitude | Combined Color Velocity Harmonic Qther
Doppler Doppler [4] Mapping (TVM)] | Imeaging (TEI)
(FD)
Ophthalmic
fFetal P P P j4 4 P P P:.
Abdominal P P P P P P P P
Intraoperative (Abdominal)
Intraoperative Neurological
Pediatric P P P 3 P P P P
[Small Organs [1] P F P F 3 F P P
Jiconatnl Cephalic [ P P B P P P P
|Adutt Cephalic
Cardiac |2}
[Transesophageal (Cardioc)
[Transescphageal (Non Cardiac)
[Tranarectal
[Transvaginal
[Transurethral
. Jintravascular
Peripheral Vascular P P P P P P 3 P:.
Laparoescopic
Musculo-skeletal Conventional P P F [ P P P P
5]
JMusculo-skeletal Superficial [3] v P F 3 v 3 G P
(Other (Urological) P P P . P P P P P:.

N: New indication; P: Previcusly cleared by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pediatric

[3] Musculo Skeletal - Nerve Block

[4] Combined modes are: B+M+FPW+CFM+PD

[5] Campound Imaging {Mvicv(r)

[6] 3D
[7] CMM

[8] Includes contrast (CnTI) in Aduit Cardiac for left ventricle opacification and
visualization of the left ventricular endecardial border

Previously cleared via k100931
and k103152

Prescription Use Onty Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiological Health (CDRH)



LAS522 (6200 and 6250 systems)

Intended use: Diagnostic ulirasound imaging or fluid flow analysis of human body as follows:

Mode of Oparations

Clinical Application B M FWD cwD Color Amplitude | Combined | Coler Velocity Harmenic | Other
Doppler Doppler 4] Mapping (TVM] | Imaging (TED
FD)

Gphthalmic

Fetal B r P 3 3 I P .
Abdominal P P P 3 P 1 P P
Introoperative (Abdominal}

Introoperative Neurological

Pediatric 3 P P P P P P P
Small Organs (1] P P P 3 P P P P:.
Neonatal Cephalic P 3 P P P P P P
Adult Cephalic

Cardinc |2]

[Transesophageal (Cardinc)

[Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

intravascular

Peripheral Vascular P 3 P 3 4 P P .
Laparoscopic

Musculo-skeletal Conventional P P P P P P P B
]
JMusculo-skeletal Superficial [3] P P P 3 [4 P P P:.
Other (Urological) P P P 3 3 P [ P

N: New indicatien; P: Previously cleared by FDA; E:Added under Appendix E

[1] Smail Organs includes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pediatric

[3] Muscule Skeletal - Nerve Block

[4] Combined modes are: B+M+PW+CFM+FPD

[5] Compound Imaging {Mview)

[6] 3D
[7] CMM

[8] Includes contrast (CnTi) in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

Previously cleared via k100931
and k133152

Prescription Use Cnly Per 21 CFR 801 Part O

Concurrence of Center for Devices and Radiological Health (CDRH)



. LA523 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Operations
Clinical Application B M PWD CWD Color Amplitude | Combined Coler Velocity Harmonic | Other
Doppler Doppler I Mapping (TVM;} ] Imaging {TEl
[PD}
JOphthalmic
Ip‘ctn] P P P P P P 3 P:.
IAbdominal 3 P P P P P 3 P

Ilntrnopemtive {Abdominal)

IlnLrnoperulive Neurological

Pediatric P P F F 3 7 P P
ISmal] Organs (1] P P P ] P I3 3 P P:.
{Nconatal Cephalic F 3 3 F F 3 P P
[Adult Cephalic
Cardiac [2] P P P P P 3 P P:.

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac)

[Tranarectal
[Transveginal
[Transurcthral
Jintrovascular
fPeripheral Vascular G P F F P P P P
ILapuroscopic
Musculo-skeletal Conventional 3 P P P P P
131
FMusculo-skclctal Superficial [3] P P P P P P G P:.

[Other (Urological) P P P P P P P P:.
N: New indication; P: Previously cleared by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pediatric

[3] Musculo Skeletal - Nerve Block

[4] Combined modes are: B+M+PW+CFM+PD

[5] Compound Imaging (Mview)

6] 3D
[7] CMM

[8] Includes contrast (CnTI} in Adult Cardiac for left ventricle epacification and
visualization of the left ventricular endocardial border

Previcusly cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiclogical Health (CDRH)



LAS532 (6250 systems only)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human bo1c_|y as follows:

Mode of Operations

Clinieal Application B M PWD CWD Color Amplitude | Combined | Color Vetocity Harmonic | Other
. . Doppler Doppler [4] Mapping (TVM) | Imeging [TEI}
FD)

Ophthalmic

Fetal I3 P P P P P P P:.
Abdominal P P P 3 P P P P,
Intracperative (Abdominal]

Intracperative Neurological

Pediatric P P P P 3 P P P
Small Organa [1] P P P P P P P P
Neonatal Cephalic P F P P P P P P
|Adult Cephalic \

Cardiac |2)

[Transezcphageal (Cardiac)

[Transesephageal (Non Cardiac)

[Transrectal

[Tranavaginal

[Transurethral

Intravascular

Peripheral Vascular P P F 3 H P P P
Laparoscopic

Musculo-skeletal Conventional P P P 3 P [ P P
| (] -
Musculo-skeletal Superdicial [3] P P P 3 P P P Pi.
Other [Urological) P P P P P I P P

N: New indication; P: Previously cleared by FDA; E:Added under Appendix E
{1] Smal) Organs includes Breast, Thyroid and Testicles

2] Cardiac is Adult and Pediatric

[3] Musculo Skeletal - Rerve Block

{4] Combined modes are: B+M+PW+CFM+FD

|5] Compound [maging (Mview)

6) 3D
[7) CMM

[8] Includes contrast (CnT]) in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

Previously cleared via k103152

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Caenter for Devices and Radiological Health (CDRH)



LAS533 (6200 and 6250 systems)

Intended use: Diagnostic ultrascund imaging or fluid flow analysis of human body as follows.:

e D e

Mode of Uperations

Clinical Application

B

M

FWD

WD Color
Doppler

Amplitude
Doppler
PD)

Combined
1]

Calor Velocity
Mapping {T'VM]

Harmonic
Imaging {TE])

Other

fOphthalmic

IFctal

IAbdominul

IIntraupcmli\m {Abdominal)

lIntmopcrulive Neurological

[Pediatric

[3mall Organa [1] .

=] B

INconatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal {Cardiac)

[Transesophageal {Non Cardiac)

[Transrcctal

[Transvaginal

[Transurethral

Jintravascular

lP!:riphem] Vascular

Laparoscopic
| p

Musculoe-skeletal Conventional

3]

IMusculo-skclclal Superficial [3]

E

Ether (Urological)

E

E

N: New indication; P: Previously cleared by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pediatric
[3] Musculo Skeletal - Nerve Block

[4] Combined modes are: B+M+FW+CFM+PD

[5] Compound Imaging {Mview)

[6] 3D
[7] CMM

[8] Includes contrast (CnTl) in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endecardial border

Previously cleared via Appendix
E

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiological Health {CDRH)



LA923 {6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human bodz as follows:

Mode of Operaticns

Clinieal Application

B

M

FWD

CWD

Color
Doppler

Amplitude
Doppler
{PD)

Combined

14l

Color Velocity
Mapping (TVM}

Harmenic
Imaging (TE[)

Other

Ophthalmic

Fetal

IAbd ominal

Ilntmopcmtive {Abdominal)

ilnlmopcmu've Neurological

JPedintric

[Small Organs [1)

JNeonatal Cephalic

|Adult Cephalic

Cardinc |2|

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac]

[Transrectal

[Transvaginal

[Transurcthral

|Intravascular

IPcriph:rn] Vascular

Ianaroscopic

IMusculo-skel:tB.l Conventional
13]

JMusculs-skeletal Superficial [3)

Other (Urological]

I

P

P

N: New indication; P: Previoualy cleared by

{11 Small Organs includes Breast, Thyreid and Testicles
|12] Cardiac ia Adult and Pediatric
|3] Muscule Skeletal - Nerve Block

FDA; E:Added under

|4] Combined modes are: B+M+FW+CFM+PD

[5] Compeund Imaging (Mvicw)

[6] 30
[7] CMM

Appendix E

[8] Includes contrast [CnTI) in Adult Cardiac for left ventricle opacification and

visualization of the left ventricular endocardial border

Previously cleared via k180931
and k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



SL.3116 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Operaticns

Clinical Application B M PWD CwWD Color
Doppler

Amplitude
Doppler
(PD}

Combined
14

Color Velocity
Mapping (TVM}

Harmonic

Imaging [TEN

Othe

COphthalmic

Fetal

lAbdominal

Intraoperative {Abdominall

Intraoperative Neurological

Pediatric

ISmall Organs [1] E E E

INeonatal Cephatic

JAdult Cephalic

[Cardiac |2|

[Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

Intravascular

Peripheral Vascular

Lapar0scopic

Musculo-skeletal Conventional E E E
(3]

Musculo-skeletal Superficial |3] E E E

Other {Urological)

N: New indication; P: Previously clcared by FDA; E:Added under Appendix E

(1) Small Grgans inciudes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pediatric

[3) Musculo Skeletal - Nerve Block

[4) Combined modes are: B+M+PW+CFM+PL

I5] Compound Imaging (Mview)
[6) 3D
[7) CMM

[8] Includes contrast {CnTI) in Adult Cardiac for left ventricle opacification and

Previously cleared via Appendix
E

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiological Health (CDRH)



PA023 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analzsis of human body as follows:
I—-E_ Mode of Operations
B M PWD CwWD Color Amplitude | Combined Color Velocity Harmonic | Other
Daoppler Doppler [4] Mapping {TVM| | Imaging (TE])
(FD)
Ophthalmic
Iml
lAbdominul
Ilnlrnopemtiv: {Abdominal)
Ilmmopcmtivc Neurological
JPedintric P P P 3 P P P P P:.
ISmu!] Organa |1]
INconatal Cephalic P P P 3 P P P L4 P
JAdult Cephalic
Cardiac {2) P P P P P P P P P P:.
[Transesophageal (Cardiac)
[Transesophageal (Non Cardiac)
[Tranarectal
[Transvaginal
[Transurethral
|Intravascular
[Peripheral Vascular P P 3 P P P P 4 P:.
JLaporescopic
Musculo-skeletal Conventional
||31
Musculo-akeletal Superficial [3]
other {Uralogical)
N: New indication; P: Previously clearcd by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyreid and Testicles
[2| Cardiac is Adult and Pediatric

(3] Musculo Skeletal - Nerve Block

[4| Combined modes arc: B+M+PW+CFM+PD

(5] Compound Imaging (Mview)

(6] 3D
[7] CMM

|8 Includes contrast (CnTl) in Adult Cardiac for left ventricie opacification and
visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Cnly Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH}



PA122 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Operations

[ciinical Application

B

M PWD CWD

Color
Doppler

Amplitude
Doppler
P13

Combined

141

Color Velocity

Mapping (TVM)

Harmonic
Imaging (TEL)

Other

Ophthalmic

[Fotal

Jabdominal

I[ntraopcrﬂtive {Abdominall

I[ntraopemtive Neurclogical

IPediatn’c

ISma]] Organs [1]

INecnatal Cephalic

[Adult Cephalic

Cardiac [2]

[Transesophageal {Cardiac)

[Trensesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

Jintravascular

IPcriphera] Vascular

ILaparoscopic

Musculo-skeletal Conventional
Il3l

Musculo-skeletal Superficial (3]

IOther [Uralogical)

N: New indication; P: Previously cleared by

——r———
FDA; E:Added under Appendix E

|1} Small Organs includes Breast, Thyroid and Testicles

|12] Cardiac is Adult and Pediatric
[3]' Muscule Skeletal - Nerve Block

[4] Combined modes are: B+M+PW+CFM+PD

[5] Compound Imaging Mview)

[6]3D
[7] CMM

[8] Includes contrast {CiTI) in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part O

Concurrence of Center for Devices and Radiological Health (CDRH)



PA230 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Operations

Clinical Application

B

M

D CwWD

Color
Doppler

Amplitude
Daoppler
(PD)

Combined
141

Color Velocity
Mapping (TVM)

Harmonic
Imaging {TE)

Gther

Ophthalmic

Jretal

IAbdominnl

Ilntrnopemt.ive {Abdominal)

Ilntrnopemtive Neurological

IPcdinlric

ISmnll Organs |1]

Inecnatal Cephalic

Adult Cephalic

Cardiac (2|

E(3)

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

[Tranavaginal

[Transurecthral

Intravascular

Peripheral Vascular

JLaparoscopic

Muscule-skeletal Conventional
(3]

FMuaculu-skclctal Superficial [3]

Other (Uralogical)

N: New indication; P: Previously clenred by

—
FDA; E:Ad:

ed under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles

[2] Cardiac is Adult and Pediatrie
[3] Muscule Skeletal - Nerve Bleck

[4] Combined modes are: B+M+PW+CFM+PD

[5] Compound Imaging {Mview]

(63D
[7] CMM

[8] Includes contrast (CnTl) in Adult Cardiac for left ventricle opacification and

visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 GFR 801 Part D

Concurrence of Center for Devices and Radiological Health (CDRH)



PA240 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analzsis of human bodz as follows:
I Mode of Operations

Mode of Operations

JClinical Application

M PWD CWD

Color
Doppler

Amplitude
Doppler
(FD)

Combined
14l

Color Velocity
Mapping {TVM}

Harmonic
Imnaging (TEI}

Other

Ophthalmic

JFetal

IAbdnminnl

Ilntrnoperntiv: (Abdominal}

Ilntrnopemt.ive Neurological

[Pediatric

[Small Grgans [1]

INeonntal Cephalic

[Adult Cephalic

Cardiac [2)

F3)

[Transesophegeal ([Cardiag)

[Transesophogeal (Non Cardiac)

[Transrectal

[Transvaginal

[Tranaurethral

Jintravascular

IPeriphcrn] Vascular

ILapamscopic

IMuuu]o-skeletnl Conventional
13]

IMusculo-skeletal Superficial [3]

Other {Urological)

N: New indication; P: Previously cleared by

FDA; E:Added under Appendix E

|1f Small Organs includes Breast, Thyroid and Testicles

|2) Cardiac is Adult and Pcdiatric
|13) Muscule Skeletal - Rerve Block

|4] Combined modes are: B+M+FW+CFM+PD

|5) Compound [maging (Mview}

6] 3D
|7] CMM

18] [ncludes contrast {CnTl) in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiolegical Health (CDORH)



BC431 (6200 and 6250 systems)

Infended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Operationa
Clinical Application B M PWD CWD Coler Amplitude | Combined | Color Velocity Harmonic 1 Gther
Doppler Doppler 4] Mapping {TVM| | Imaging (TEI)
D)
§Ophthalmic
JFetal P P P P " P P P
[Abdominal P P P i P P 3 P:.
Imrnopemlivc {Abdominal)
I]ntrnopemtivu Neurological
JPediatric P 3 P ¥ F 3 F Fr
[[5mall Organs (1} 3 3 F F 3 P F P
lNconulul Cephalic
IFuIt Cephalic
ICardiac [2] P 3 P P P P P P& P
[Troanscsophageal (Cardiac)
[Trensesophageal (Non Cardiac)
[Tronsrectal
[Transvaginal
[Transurethral
jintruvascular
JPeripherat Vascular ¥ F F F 3 3 G Pi-
llapnroscopic
Musculo-skeletal Conventional P P P 4 P P P P:.
13]
Musculo-skeletal Superficial [3] P P P P P P b4 P:.
IO;hcr {Urological) P P P 3 P P F P:.

N: New indication; P: Previously clearcd by FDA: E:Added under Appendix E

{1} Small Organs includes Breast, Thyreid and Testicles
|2} Cardiac is Adult and Pediatric

{3] Muscule Skeletal - Nerve Block

[4) Combined modes arc: B+M+PW+CFM+FPD

[5) Compound Imaging (Mvicw}

[6] 3D/4D
(7] CMM

[8] includces contrast {CnTl) in Adult Cardiac for let ventricle opacification and
visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Onty Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



BC441 (6200 and 6250 systems)

Moda of Operations

Intended use: Diagnostic ultrasound imaging or fluid flow analzsis of human bodz as follows:
| Mode of Operations

IClinleal Application B M PWD CWD

Color
Daoppler

Amplitude
Deppler
{PD)

Combined
14

Color Velocity
Mapping {TVM)

Harmonic
lmaging (TEE)

Other

Ophthalmic

JFctal E E E

JAbdominal £ E 3

llnlmopcmu've {Abdominal)

llnlmopcran’ve Neurological

[Pediatric E E

[Small Organs (1] E E

INeonntal Cephalic

Adult Cephalic

Cardiac [2] E E E

[Transesophegeal {Cardiac)

ITransesophageal {Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

[Intravascular

JPeripheral Vascular E E

Ianarcscopic

Muscule-skeletal Conventional E E E
13)

IMuscule-skeletal Superticial [3) E E E

Other (Urologicall E E E

N: New indication; P: Previously cleared by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pedintric

[3] Muscula Skeletal - Nerve Block

[4] Combined modes are: B+M+PW+CFM+PD

[5] Compound Imaging {Mview)

[6] 3D/4D
[7] CMM

[8} Includes contrast (CnTl) in Adult Cardiac for left ventricle opacification and

visualization of the left ventricular endocardial border

Previously cleared via Appendix
E

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiological Health {CDRH)



BL433 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

e
Mode of Operations

Clinical Application

B

M

. FWD

CwWD

Color
Doppler

Amplitude
Doppler
[PD)

Combined

[

Color Velocity
Mapping (TVM}

Harmenic
Imaging (TED

Other

Ophthalmic

Fetal

|Abdominal

Intracperative (Abdominal}

Intraoperative Neurological

Pediatric

Small Organa [1)

Neonatal Cephalic

lJAdult Cephalic

Cardiac [2]

[Transesophageal (Cardiac)

[Transesophageal {Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional

13]

Musculo-skeletal Superficial |3)

Gther [Urelogical)

P

P

P

N: New indication; P: Previously cleared by

[t] Small Organs includes Breast, Thyroid and Testicles
|2] Cardiac is Adult and Pediatric
[3] Musculo Skeletal - Nerve Block

FDA; E:Added under

|4) Combined modes arc: B+M+PW+CFM+PD

[5] Compound Imaging (Mvisw)

[6] 3D/4D
[7] CMM

Appendix E

[8] Includes contrast {CnTl} in Adult Cardiac for left ventricle opacification and

visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiclogical Health (CDRH}



BE1123 (6200 and 6250 systems)

Intended use: Diagnoslic ultrasound imaging or fluid flow analzsis of human body as follows:

Mode of Operations

lon B M FWD CWD Color
Doppler

Clinical Appll

Amplitude
Doppler
(PD)

Combined

[4]

Color Velocity
Mapping (TVM)

Harmonic
Imaging (TEI)

Other

[Ophthalmic

Fetal P P P P

IAbdomina]

IIntmopcralivc {Abdominal)

Jintracperative Neurological

lﬁiiatﬂ'c

ISmall Organs [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

[Transesophageal (Cardiac)

[Transesophageal {(Non Cardiac)

[Transrectal P P P P

[Transvaginal

Transurethral

Jintravascular

Peripheral Vascular

ILapamscopic

Muscule-skeletal Conventional
Il3]

IMusculo-skeleml Superficial [3)

IOther (Urological} P P P P

N: New indication; P: Previously cleared by FDA; E:Added under Appendix E

[1] 8mall Organs includes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pediatric o

[3] Muscule Skeletal - Nerve Block

[¢] Combined modes are: B+M+PW+CFM+PD

|5] Compound Imugi.ng (Myvicw)

[6] 3B/4D
[7] CMM

[8] Includes contrast {CnTI| in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endecardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiological Health {CDRH)



EC123 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analzsis of human body as follows:

Mode of Operations
B M PWD cwD Color Amplitude | Combined | Color Velocity Harmonic | Other |
Doppler Doppler 41 Mapping (TVM) | Imaging [TEI]
(FD)

Ophthalmic

Fetal P 3 P P P P [3 PS5
lAbdominal B B E E E E E E: 5
Intraoperative (Abdominal}

Intraoperative Neurological

Pediatric

Small Organs [1]

Neonata] Cephalic

ult Cephalic

Cardiac [3]

[Transesophageal (Cardiac)

ITransescphageal (Non Cardiac)

[Transrectal P P [ 3 P P B PS5
[Transvaginal 3 P P P 3 P P P:5
[Transurethral

Intravascular

Peripheral Vascular E - E E E E B E E: 5
Laparascopic

Musculo-akeletal Conventional
| L]

Musculo-skeletal Superficial (3]

Other (Urclogical) P P P P P P P 33
N: New indication; P: Previously cleared by F-‘BFE:Ad ded under Appendix E

[1} Smal! Organs includes Breast, Thyroid and Testicles
[2} Cardiac is Adult and Pediatric

(3] Musculo Skeletal - Nerve Block

[4) Combined modes are; B+M+PW+CFM+FD

[5) Compound imaging (Mview)

{6] 3D
{7] CMM

[8] Includes contrast [CRTH in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

Previously cleared via k100931,
k103152 and Appendix E

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiclogical Health (CDRH)



EC1123 {6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

—
Mode of Operations

Clinical Application

B

M

FWD

CwWD

Color
Doppler

Amplitude
Doppler
[PDy

Combined

[

Coler Velocity
Mapping (TVM)]

Harmonic
Imaging (TEI}

Other |

Ophthalmic

Jetal

PS5

I.Abdominnl

E:5

[ntraoperative (Abdominal}
Intraoperative Nourological

JPediatric

Small Organs [1]

Neonatal Cephalic

|Adult Cephalic

Cardiac |2{

[Transesophageal (Cardiac)

[Transescphageal (Non Cardiach

[Transrectal

P:5

fTransvaginal

P35

[Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-akeletal Conventional
| (]

Musculo-skcletal Superficial (3}

Other (Urclogical)

P

P

P

N: New indication; P: Previously clcared by F-DA: E:Ad

[1] Small Organa includes Breast, Thyroid and Testicles

[2] Cardine is Adult and Pediatric
[3) Muaculo Skeletal - Nerve Block
[4] Combined modes are: B+M+PW+CFM+PD

{5] Compound Imaging (Mview}

6] 3D
|7] CMM

ded under Appendix E

|8] Includes contrast [CnTl in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

Previously cleared via k100931,

k103152 and Appendix E

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiclogical Health (CDRH)



TEE022 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Operations

‘Clinjcal Application

B

Color Velocity
Mapping (TVM;

Amplitude | Combined
Dappler 141
(PD)

PWL CWD Color
Doppler

Hermenic
Imaging (TEI

Other

JOphthatmic

IFetnl

IAbdnminn]

Ilmmopemtjve {Abdominal]

Ilntmopemu'v: Neurotogical

IPedinLric

ISmall Organs |1)

INeonatal Cephalic

[Adult Cephalic

Cardiac |2}

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac]

[Transrectal

[Transveginal

[Tranaurethral

Jintrovascular

IPcn'ph:ml Vascular

Ianaroscopic

Musculo-skelctal Conventional
131

IM usculo-skelatal Superficial [3]

IOthcr (Urological)

N: New indication; : Previously cleared by FDA; E:Added under Appendix E

|1} Small Organs includes Breast, Thyroid and Testicles

|12]) Cardiac is Adult and Pediatric
|3] Muscule Skeletal - Nerve Block
[4] Combined modes are: B+M+FPW+CFM+FPD

[5] Compound Imeging (Mview}

16] 30
[7]1 CMM

[8] Includes contrast (CnTI) in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial berder

Previously cleared via k100931

and k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health {CDRH)



TEE132 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound.imaging or fluid flow analysis of human body as follows:

r

e —
Mode of Operations

[Clinical Application

B

M PWD CwD Coler
Doppler

Amplitude
Doppler
[PD}

Combined
(4]

Color Velocity
Mapping (TVM}

Harmonic
Imaging (TEI)

Other

[ophthaimic

IFcta.l

{Abdominal

Ilntrauperative {Abdominal)

IIntrauperative Neurological

IPediatric

ISmall Organs |1}

INecnatal Cephalic

[Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

Jintravascular

lPen'pheral Vascular

ILaparnsmpic

IMusculo-skeleta_l Conventional
13]

JMuscuio-skeletal Superficial [3]

Other (Urological)

N: New indication; P- Previously cleared by

FDA; E:Added under Appendix £

[1] Small Organs includes Breast, Thyreid and Testicles

[2] Cardiac is Adult and Pediatric
(3] Musculo Skeletal - Nerve Block

[4] Combined modes are: B+M+PW+CFM+PD

[5] Compound Imaging {(Mview)

(6] 3D
(7] CMM

[8] Includes contrast (CnTl) in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiclogical Health (CORH})



I0E323 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human bogy as follows:

Mode of Operations

Clinical Application B M PWD CwD Color Amplitude | Combined Coler Velocity Harmonic | Other
Doppler Doppler [4] Meopping (TVM) | Imaging (TE])
{PD)

Ophthalmic

Fetal P P P F P P P P:.
[Abdominal P P P [3 P P P P:.
Intrpoperative (Abdeminall P P P 3 P P P P:.
Intraoperative Neurological

Pedintric P P P P P P P P:.
Small Organs |1] P P P P P P P [
Neonatal Cephalic P P P P P P P P
Adult Cephalic

Cardiac |2]

[Transesephageal (Cardinc)

[Tronsesephageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurcthral

Intravascular

Peripheral Vascular P P P B P [ P P:.
Laparoscopic

Muaculo-skeletal Conventional F 3 P 4 3 P P P
131

Muscule-skeletal Superficial [3] P P P B P P P P:.
Gther {Urclogical) P P P P P P P P

N: New indication; P; Previously cleared by FDA; E:Added under Appendix E

[1| 3mall Organs includes Breast, Thyroid and Testicles

[2] Cardiac is Adult and Pediatric
[3] Musculo Skeletal - Nerve Block
4] Combined modes are: B+M+PW+CFM+PD

|5) Compound [Imaging (Mview]

6] 3D
[7) CMM

|8] Includes contrast {CnTI) in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D

Cancurrence of Center for Devices and Radiological Health {CDRH)



iI0T332 (6260 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Operations

[Clintoal Application B M FWD CWD Color Amplitude | Combined Color Velocity Harmonic | Other
Doppler Doppler [4] Mapping (TVM) | Imaging (TEI)
{PDy)

{0 phthalmic
IFClD] E E jij E E E E E:
JAbdominal E E E E E E E:
[intraoperative {Abdominal} E E E E E E B E:
Ilntraopemtive Neurological
Jrediatric E £ E E E E E:
Small Organs (1] E [ E R E E E E E:
Neonatal Cephalic E [ E E E E E E:
(Adult Cephalic

Cardiae [2]

[Transescphageal {Cardiac)

[Transescphageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

Intravagcular

Peripheral Vascular E E E E E E E E:
Laparoscopic

Musculo-skeletal Conventional B E E E E E E E:
31

Musculo-skeletal Superficial (3] E E E E E E E E:
Other {Urclogicall E E E E E E E E:

N: New indication; P: Previously cleared by

FDA; E:Added under Appendix E

1] Small Organs includes Breast, Thyroid and Testicles

{2] Cardiac is Adult and Pediatric
|3] Muscule Skeletal - Nerve Block

[4] Combined modes are: B+M+PW+CFM+PD

|5) Compound kmaging (Mview}

16) 3D
[7) CMM

[8] Includes contrast (CnTI} in Adult Cardiac for left ventricle opacification and
visuatization of the left ventricular cndocardial border .

Previously cleared via Appendix
E

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiological Health (CDRH)



I0T342 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flaw analysis of human body as follows:

Plode of Operatjons
Clinical Application B M PWD CWD Color Amplitude | Combined Color Velocity Harmenic Cther
Doppiler Doppler [4] Mapping (TVM) | Imaging (TEl}
(PD}

Ophthaimic
IFet[-Ll E E E E E E E E:
Javdominal E E E E £ E E B
Ilntraoperativc (Abdominal) E E E E E E E E:
Ilntranperativ: Neurological
[Pediatric E E E E E E E E:
[5mail Orpans (1) E B E E E E E E:
INcenatal Cephalic E E E E E E E E:

[Adult Cephalic

Cardiac [2]

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral
[Intravascular
IPeriphamI Vascular E E E E E E E E:
ILaparoscopic

Musculo-skeletal Conventional E E E E E E E E:
||31
IMusculo-skeletal Superficial [3] -E E E E E E E E:

Other {Urological) E E E E E E E E:

N: New indication; P: Previously cleared by FDA; E:Added under Appendix E

. [1] Small Organs includes Breast, Thyreid and Testicles
(2] Cardiac is Adult and Pediatric
(3] Muscule Skeletal - Nerve Block
[4| Combined modes are: B+M+PW+CFM+PD

(5] Compound Imaging (Mview)

16] 3D
[7] CMM

18} Includes contrast (CnTl) in Adult Cardiac for left ventricie opacification and
visualization of the left ventricular endocardial border

Previously cleared via Appendix
E

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH}



LP323 (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analzsis of human bodz as follows:
I Mode of Operations

Mode of Operations

IClinical Application B M PWD CWD

Color
Doppler

Amplitude
Doppler
(FD)

Combined
141

Color Velecity
Mapping (TVM)

Harmonic
Imaging (TEI)

Other

Ophthalmic

JFetal P P P

IAbdo minal P P P

Ilntraupcrutivc (Abkdominal)

Ilntraupcrative Neurological

JPediatric P P P

ISma!.l Grgans |1] P [

INecnatal Cephalic

lAdult Cephalic

Cardiac [2]

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac}

[Transrectal

[Transvaginal

[Transurethral

Jintravascular

JPeripheral Vascular P

ILaparoscopic P

IMusculoAskclr:ta] Conventional
13i

Musculo-skeletal Superficial (3]

Other (Urological]

N: New indication; P: Previously cleared by FDA; E:Added under Appendix E

[1] 8mall Organs includes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pediatric

[3] Musculo Skeletal - Nerve Block

[4] Combined modes are: B+M+PW+CFM+PD

[5] Compound Ilmaging {Mview)

[6]3D
[7] CMM

[8] Includes contrast [CnTI} in Adult Cardiac for left ventricle opacification and

visualization of the left ventricular endeocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiological Health (CDRH)



TRT33 (6200 and 6250 systems)

Mode of Operations

|ntended use: Diagnostic ultrasound imaging or fluid flow analzsis of human bodz as follows:

JClinical Application B M PWD CWD Caolor

Dappler

Amplitude
Dappler
(D)

Combined

141

Color Velocity
Mapping (TVM|

Harmonic
Imaging (TEI)

Other

Ophthalmic

JFetal P F ¥

]Abdominnl

Ilnlmopcrutiv: (Abdominal)

Ilnl.mupcrﬂtivc Necurological

[Pediatric

ISmaIJ Organs |1]

INeonatal Cephalic

[Adult Cephalic

Cardiac |2]

[Transcsophageal (Cardiac)

[Transcsophageal (Non Cardiac)

[Tranarectal r P P

[Transvaginal P

[Transurcthral

JIntravascular

chriphcru] Vascular

Ianaruscupic

Muscule-skeletal Conventional
13}

Musculo-skeletal Superficial [3]

Other {Urological) P P P

N: New indication; P: Previously cleared by FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyreid and Testicles
[2| Cardiac is Adult and Pediatric

{3} Musculo Skeletal - Nerve Block

|4] Combined modes are: B+M+PW+CFM+PD

[5] Compound Imaging (Mview}

[6] 30
[7] CMM

[8] Includes contrust {CnTI) in Adult Cardinc for left ventricle opacification and
visualization of the leflt ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Genter for Devices and Radiological Health (CDRH)



2CW (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Operations

Icuuicll Application B M PWD CWD Color Amplitude | Combined Color Velecity Harmonic | Other
Doppler Doppler M Mapping (TVM) | Imaging (TEL)
PD)
Ophthalmic
JFetal

IAbdominal

lIntraopcrative (Abdominal)

IIntrauperah've Neurological

IPecliatric

lSmu]] Organs [1]

INReonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal {Cardiac)

[Transesophageal {Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

Jintravascular

IPeripheral Vascular

ILapamscopic

Musculo-skeletal Conventional
I[3]

Musculo-skeletal Superficial [3]

Other (Urological)

N: New indication; P: Previously cleared by

FDA; E:Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles

[2] Cardiac is Adult and Pediatric
[3] Musculo Skeletal - Nerve Block

[4] Combined modes are: B+M+PW+CFM+PD

[5] Compound Imaging {Mview)

[6] 3D
[7] MM

[8] Includes contrast (Cn'TT) in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiological Health (CDRH)



S5CW (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human bady as follows:

Mode of Operations

Clinical Application B M

FWD

CwWD

Color
Doppler

Amplitude
Doppler
{FD|

Combined

(4]

Color Velocity
Mapping (TVM]

Harmonic
[maging (TED)

Other

Ophthalmic

Fetal

Abdominal

Intraoperative (Abdominal}

Intracperative Neurological

Pediatric

Small Organs [1]

Neonatal Cephalic

Adult Cephalic

[Cardiac [2]

[Transesophageal {Cardiac)]

[Transesophageal {Non Cardiac)

[Transrectal

ransvaginal

[Transurethral

Intravascular

Peripheral Vascular

Laparescopic

Musculo-skeletal Conventienal
| L]

Musculo-skeletal Superficial [3]

Other (Urclogical}

N: New indication; P: Previously cleared by FDA; E:Added under

|t] Small Organs includes Breast, Thyroid and Testicles
|2]) Cardiac is Adult and Pediatric

|3) Muscuto Skeletal - Nerve Block

[4) Combined modes are; B+rM+PW+CFM+PD

[5] Compound Imaging (Mvicw)

6] 30
[7] CMM

Appendix E

[8] Includes contrast [CnTl) in Adult Cardiac for left ventricle opacification and

visunlization of the left ventricular endocardinl border

Previcusly cleared vin k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of Center for Devices and Radiclogical Health (CDRH)



HFCW (6200 and 6250 systems)

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human bod! as follows:

Mode of Operations
Clinical Application B .M PWD WD Color Amplitude | Combined Color Velocity Harmonic | Other
Doppler Doppler 4]. Mapping (TVM) | Imaging (TEl)
(FD)
Ophthalmic
YFetal
IAbdominnl

|introoperative {Abdominal)

Ilntmopcmlive Neurological

IPcdimric

ISmal] Organs |1)

INeonatol Cephalic

[Adult Cephalic

Cardiac |2)

[Transesophegeal (Cardiac)

[Transesophageal (Nen Cardiac]

[Transrcctal

[Transvaginal

[Transurethral

J!ntravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
13]

IMuacqu-skcl:tul Superficial [3]

IOther {Urological)

N; New indication; P: i'reviously cleared by FDA; E:Added under Appendix E

[1] Smail Organs includes Breast, Thyreid and Testicles
|2] Curdiac is Adult and Pediatric

(3] Muscule Skeletal - Nerve Block

[4] Combined modes are: B+M+PW+CFM+PD

[5] Compound Imaging (Mview)

(61 3D
[7} CMM

18] Includes contrast (CnTl) in Adult Cardiac for left ventricle opacification and

visualization of the left ventricular endocardial border

Previousty cleared via k100931
and k103152

Prescription Use Cnly Per 21 CFR 801 Part D

Concurrence of Genter for Devices and Radiological Health (CDRH)



