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510(K) Summary of Safety and Effectiveness

This summary of safety and effectiveness is provided as part of this Premarket Notification in compliance with
21 CFR, Part 807, Subpart E, Section 807.92.

1I Submitter's name, address, telephone number, contact person:

SonoSite, Inc.
21919 30" Drive SE
Bothell, WA 98021-3904

Corresponding Official: Daina L. Graham
Vice President, Regulatory Affairs and Quality Assurance

E-mail: Daina.Grahamcesonosite.com
Telephone: (425) 951-1275
Facsimile: (425) 951-1201
Date prepared: March 21, 2007

2) Name of the device, including the trade or proprietary name if applicable, the common or usual
name, and the classification name, if known:

Common/ Usual Name

Diagnostic Ultrasound System with Accessories

Proprietary Name

SonoSite Maxx~ Series Ultrasound System (subject to change)

Classification Names

Name FIR Number Product Code
Ultrasonic Pulsed Doppler Imaging System 892.1550 90-IYN

Ultrasonic Pulsed Echo Imaging System 892.1560 90-IYO

Diagnostic Ultrasound Transducer 892.1570 90-ITX

Picture Archiving And Communications System 892.2050 90-LLZ

3) Identification of the predicate or legally marketed device:

SonoSite, Inc. believes that the System described in this Submission is substantially equivalent to a
combination of the SonoSite MicroMaxx Series Ultrasound System jK43559 and K053069), and the Philips
Medical Systems (formerly Advanced Technology Laboratories) HDI 5000 Ultrasound System (K034003 and
K01 1224).
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4) Device Description:

The SonoSite Maxx Series Ultrasound System is a full featured, general purpose, software controlled,
diagnostic ultrasound system used to acquire and display high-resolution, real-time ultrasound data in 2D, M-
Mode, Pulsed Wave (PW) Doppler, Continuous Wave (CW) Doppler, Color Power Doppler, and Velocity
Color Doppler or in a combination of these modes. The SonoSite Maxx Series is a design that readily lends
itself to be configured to specific ultrasound imaging applications through physical packaging adaptations and
system feature selections.

The System has an electrocardiography (ECG) display feature and supports a 3-lead ECG cable assembly to
collect data for M-mode and Doppler measurements. The System provides measurement capabilities for
anatomical structures and fetal biometry that provide information used for clinical diagnostic purposes. The
System has a PW and CW Doppler audio output feature and cine review, image zoom, labeling, biopsy,
measurements and calculations, image storage and review, printing, and recording capabilities.

The system includes the ability to measure the intima-media thickness (IMT) of the carotid artery using digital
ultrasound images. The IMT measurement of the carotid artery may be used adjunctively with other medical
data obtained by a physician to help assess the cardiovascular health of a patient.

The system includes Digital Imaging and Communications (DICOM) capabilities as well as general computer
communication capabilities to provide the acceptance, transfer, display, storage, and digital processing of
ultrasound images and loops. Security support is also provided to facilitate HIPAA compliance.

The system includes a variety of accessories including a mobile docking system, external monitor, bar code
reader, digital video disk recorder, printer, VCR, and biopsy/needle guide kits. The system includes USB host
support for peripherals such as input devices and storage devices. Input devices include wired and wireless
devices such as keyboard, mouse, remote. Storage devices include wired and wireless devices such as
memory sticks, hard drives, CDs, 802.11 devices.

The SonoSite Maxx Series Ultrasound System is designed to accept curved or linear transducers of the types
and frequency listed in the table below. All actions affecting the performance of the transducer are activated
from the main system control panel.

Frequency Range: 2.0 - 13.0 MHz

Transducer Types: Linear array Intracavitary array

Curved array Phased array
Static probes

The SonoSite Maxx Series Ultrasound System is designed to comply with the following standards.
FDA Recognized Consensus Standards

Reference No. Title

AAMI/ANSi/ISO 10993- Biological evaluation of medical devices -Part 1: Evaluation and testing (ISO 10993-1:1997)
1

AlUM AlUM Medical Ultrasound Safety, American Institute of Ultrasound in Medicine (2002)

ANSI/AAMI EC53 ECG Cables and Electrodes except for sections 4.4 and 4.5.9 (1995)

EN 980 Al Graphical symbols for use in the labeling of medical devices (2003)

lEC 60601-1 Medical electrical equipment. Part 1: General requirements for safety - IEC 601-1:1988

IEC 60601-1/AI Medical electrical equipment. Part 1: General requirements for safety - EC 60l-1:1988/A1:1991

lEG 60601-1/A2 Medical electrical equipment. Part 1: General requirements for safety - IEC 601-1:1988/A2:1995 A
corrigendum June 1995

lEC 60601-1-1 Medical electrical equipment. Part 1: General requirements for safety - 1. Collateral standard: Safety
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Reference No. Title
requirements for medical electrical systems - IEC 60601-1-1:2000

lEC 60601-1-2 Medical electrical equipment - Part 1: General requirements for safety; 2. collateral standard:
electromagnetic compatibility; requirements and tests - IEC 60601-1-2:2001

IEC 60601-1-4 Medical electrical equipment - Part 1: General requirements for safety -4. Collateral standard:
Programmable electrical medical systems - IEC 60601-1-4:1996 Amendment Al

IEC 60601-2-25 Medical Electrical Equipment-Part 2 Particular Requirements for Safety-Section 25. Specification for
Electrocardiographs. (1999

IEC 60601-2-37 Medical Electrical Equipment - Part 2-37; Particular requirements for the safety of ultrasonic medical
diagnostic and monitoring equipment (2001)

[EC 60601-2-37/Al Medical Electrical Equipment - Part 2-37; Particular requirements for the safety of ultrasonic medical
diagnostic and monitoring equipment (2001)AI: 2004

NEMA UD 2-2004 Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment

NEMA UD 3-2004 Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices on Diagnostic:
Ultrasound Equipment, American Institute of Ultrasound in Medicine

Miscellaneous Design Standards

Reference No. Title

ASTM D5276-98 Standard Test Methods for Drop Test of Loaded Containers by Free Fall (1998)

ASTM D999-96 Standard Methods for Vibration Testing of Shipping Containers (1996)

GISPR 11 Industrial, Scientific and Medical (ISM) Radio-Frequency Equipment - Electromagnetic Disturbance
Characteristics - Limits and Methods of Measurement (2003)

EN 60529 Degrees of protection provided by enclosures (IP Code) (1991

JIS T 0601-1 Medical Electrical Equipment - Part 1: General Requirements for Safety (Japan) (1999)

JIS T 1507 Electronic Linear Scanning Ultrasonic Diagnostic Equipment (Japan) (1989)

RTCAJDO160D Radio Technical Commission for Aeronautics, Environmental Conditions and Test Procedures for Airborne
Equipment, Section 21.0 Emission of Radio Frequency Energy, Category B (1997)

UL 60601-1 Underwriters Laboratories, Medical Electrical Equipment-Part 1: General Requirements for Safety (2003)

UL 94 Underwriters Laboratories, Inc., Tests for Flammability of Plastic Materials for Parts in Devices and
Appliances, 51

" Edition

EN ISO 13485 Medical devices - Quality management systems - Requirements for regulatory purposes (2003)

EN ISO 14971 Medical devices - Application of risk management to medical devices (2000) (ISO 14971:2000) (Superseded
standard: EN 1441)

ACR-NEMA DICOM Digital Imaging and Communications in Medicine
version 3.0 -2003
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5) Intended Use:

The intended uses of the SonoSite Maxx Series Ultrasound System as defined by FDA guidance documents,
are:

Ophthalmic Adult Cephalic
Fetal - OB/GYN Trans-rectal
Abdominal Trans-vaginal
Intra-operative
(Abdorjal organs and vascular) Musculo-skel. (Conventional)

tr,-operative euro>-.-... ) Musculo-skel. (Superficial)
Laparoscopic'f Cardiac Adult
Pediatric Cardiac Pediatric
Small Organ
(breast, thyroid, testicles, prostate) Trans-esophageal (card.)
Neonatal Cephalic Peripheral vessel

Typical examinations performed using the SonoSite Maxx Series Ultrasound System are:

Abdominal Imaging Applications
This system transmits ultrasound energy into the abdomen of patients using 2D, M Mode, color Doppler
(Color), color power Doppler (CPD), and pulsed wave (PW) Doppler to obtain ultrasound images. The liver,
kidneys, pancreas, spleen, gallbladder, bile ducts, transplanted organs, abdominal vessels, and surrounding
anatomical structures can be assessed for the presence or absence of pathology transabdominally.

Cardiac Imaging Applications
This system transmits ultrasound energy into the thorax of patients using 2D, M Mode, color Doppler (Color),
pulsed wave (PW) Doppler, and continuous wave (CW) Doppler to obtain ultrasound images. The head,
cardiac valves, great vessels, surrounding anatomical structures, overall cardiac performance, and heart size
can be assessed for the presence or absence of pathology.

The patient's electrocardiogram (ECG) may be obtained and is used for timing of diastolic and systolic i
function.

> The ECG is riot used to diagnose cardiac arrhythmias and is not designed for long term cardiac
rhythm monitoring.

Gynecology and Infertility Imaging Applications
This system transmits ultrasound energy in the pelvis and lower abdomen using 2D, M Mode, color power
Doppler (CPD), color Doppler (Color), and pulsed wave (PW) Doppler to obtain ultrasound images. The
uterus, ovaries, adnexa, and surrounding anatomical structures can be assessed for the presence or absence
of pathology transabdominally or transvaginally.

Interventional and Intraoperative Imaging Applications
This system transmits ultrasound energy into the various parts of the body using 2D, color Doppler (Color),
color power Doppler (CPD), and pulsed wave (PW) Doppler to obtain ultrasound images that provide
guidance during interventional and intraoperative procedures. This system can be used to provide ultrasound
guidance for biopsy and drainage procedures, vascular line placement, peripheral nerve blocks, spinal nerve
blocks and taps, ova harvesting, amniocentesis and other obstetrical procedures, and provide assistance
during abdominal, breast, neurological surgery, and vascular intraoperative procedures.
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Obstetrical Imaging Applications
This system transmits ultrasound energy into the pelvis of pregnant women using 2D, M Mode, color Doppler
(Color), color power Doppler (CPD), and pulsed wave (PW) Doppler to obtain ultrasound images. The fetal
anatomy, viability, estimated fetal weight, gestational age, amniotic fluid, and surrounding anatomical
structures can be assessed for the presence or absence of pathology transabdominally or transvaginally.
CPD and color Doppler (Color) imaging is intended for high-risk pregnant women. High-risk pregnancy
indications include, but are not limited to, multiple pregnancy, fetal hydrops, placental abnormalities, as well
as maternal hypertension, diabetes, and lupus.

To prevent injury or misdiagnosis do not use this system for Percutaneous Umbilical Blood Sampling
(PUBS) or in vitro Fertilization (IVF) The system has not been validated to be proven effective for
these two uses.

CPD, or Color images can be used as an adjunctive method, not as a screening tool, for the detection
of structural anomalies of the fetal heart and as an adjunctive method, not as a screening tool for the
diagnosis of Intrauterine Growth Retardation (IUGR).

Pediatric and Neonatal Imaging Applications
This system transmits ultrasound energy into the pediatric patients using 2D, M Mode, color Doppler (Color),
color power Doppler (CPD), pulsed wave (PW) Doppler, pulsed wave tissue Doppler (TDI PW), and
continuous wave (CW) Doppler to obtain ultrasound images. The pediatric abdominal, pelvic and cardiac
anatomy, pediatric hips, neonatal head, and surrounding anatomical structures can be assessed for the
presence or absence of pathology.

Prostate Imaging Applications
This system transmits ultrasound energy into the prostate of an adult male using 2D, M Mode, color power
Doppler (CPD), color Doppler (Color), and pulsed wave (PW) Doppler to obtain ultrasound images. The
prostate gland can be assessed for the presence or absence of pathology.

Superficial Imaging Applications
This system transmits ultrasound energy into various parts of the body using 2D, M Mode, color Doppler
(Color), color power Doppler (CPD), and pulsed wave (PW) Doppler to obtain ultrasound images. The
breast, thyroid, testicle, lymph nodes, hernias, musculoskeletal structures, soft tissue structures, and
surrounding anatomical structures can be assessed for the presence or absence of pathology. This system
can be used to provide ultrasound guidance for biopsy and drainage procedures, vascular line placement,
peripheral nerve blocks, and spinal nerve blocks and taps.

Transcranial Imaging Applications
This system transmits ultrasound energy into the cranium using 2D, color Doppler (Color), color power
Doppler (CPD), and pulsed wave (PW) Doppler to obtain ultrasound images. The anatomical structures and
vascular anatomy of the brain can be assessed for presence or absence of pathology. Two exam types
support transcranial imaging: TCD and Orb. Imaging can be used temporally, trans-occipitally, or trans-
orbitally.

> To avoid injury to the patient, use only an orbital exam type (Orb) when performing imaging through
the eye. The FDA has established lower acoustic energy limits for opthalmic use. The system will not
exceed these limits only if the Orb exam type is selected.

Vascular Imaging Applications
This system transmits ultrasound energy into the various parts of the body using 2D, M Mode, color Doppler
(Color), color power Doppler (CPD), and pulsed wave (PW) Doppler to obtain ultrasound images. The carotid
arteries, deep veins, and arteries in the arms and legs, superficial veins in the arms and legs, great vessels in
the abdomen, and various small vessels feeding organs can be assessed for the presence or absence of
pathology.
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6) Technological Characteristics:

This device operates identically to the predicate devices in that piezoelectric material in the transducer is used
as an ultrasound source to transmit sound waves into the body. Sound waves are reflected back to the
transducer and converted to electrical signals that are processed and displayed as 2D or M-mode images.
Doppler shift caused by blood flow is displayed as Color Flow, or as spectrum analysis. The modes of this
device (M-Mode, 2D, PW Doppler, CW Doppler, velocity color Doppler, and Color Power Doppler) are the
same as a combination of the predicate devices identified in item 3. Transducer patient contact materials are
biocompatible.

This device conforms to the Standard for Real-Time Display of Thermal and Mechanical Acoustic Output
Indices on Diagnostic Ultrasound Equipment (AIUM/NEMA UD 3-2004) for an on-screen display feature that
provides information on potential thermal and cavitation bioeffect mechanisms. A user education program
provides additional information so users may moderate the system's acoustic output in accordance with the
ALARA (as low as reasonably achievable) principle.

The device's acoustic output limits are:

ISPTA (d) 720 mW/cm 2 Maximum

Tis/TIb/TIc 0.0 - 4.0 Range

Mechanical Index (MI) 1.9 Maximum

ISPPA (d) 0 -700 W/cm 2 Range

The device's acoustic output limits for when used for ophthalmic applications are:

ISPTA (d) 50mw/cm2 Maximum

TIs/TIb/TIc 0.0 - 1.0 Range

Mechanical Index (MI) 0.23 Maximum

The limits are the same as predicate Track 3 devices.
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Table 4.3- 1 Diagnostic Ultrasound Indications for Use Form - SonoSite MaXXTM Series
Ultrasound System

System: SonoSite MaXXTM Series Ultrasound System
Transducer: N/A
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as

follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler S pjec (Spec.)

B+M; B+PWD;
Ophthalmic N N N N B+CD

B+M; B+PWD;
Fetal N N N N B+CD Note 1

B+M; B+PWD;
Abdominal N N N N N B+CWD; B+CD Note 1

Intra-operative (Abdominal B+M; B+PWD;
organs and vascular) N N N N B+CD Note 1

B+M; B+PWD;
Intra-operative (Neuro.) N N N N B+CD Note 1

B+M; B+PWD;
Laparoscopic N N N N B+CD Note 1

B+M; B+PWD;
Pediatric N N N N N B+CWD; B+CD Note 1

Small Organ (breast, thyroid, B+M; B+PWD;
testicles, prostate) N N N N B+CD Note 1

B+M; B+PWD;
Neonatal Cephalic N N N N B+CD Note I

B+M; B+PWD;
Adult Cephalic N N N N B+CD Note 1

B+M; B+PWD;
Trans-rectal N N N N B+CD Note I

B+M; B+PWD;
Trans-vaginal N N N N B+CD Note 1
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B+PWD;

Musculo-skel. (Convent.) N N N N B+CD Note 1
B+M; B+PWD;

Musculo-skel. (Superlic.) N N N N B+CID Note 1
Intra-luminal
Other (spec.)

B+M; B+PWD;
Cardiac Adult N N N N N B+CWD; B+CD Note I

B+M; B+PWD;
Cardiac Pediatric N N N N N B+CWD; B+CD Note 1

B+M; B+PWD;
Trans-esophageal (card.) N N N N N B+CWD; B+CD Note 1

Other (spec.)
B+M; B+PWD;

Peripheral vessel N N N N B+CD Note 1
Other (spec,) I

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. Includes imaging to assist in the placement of needles and catheters in vascular or other anatomical structures and imaging guidance for
peripheral nerve block procedures. Includes picture archivin , communications and storage functionality. Includes imaging of spinal cord to provide guidance for
central nerve block procedures.
Prescription Use (PerU21 CFR801.109) ' t g?'p~ /L.

(Division Sign-qjf)
Division of Reproductive, Ab~dorninal, and
Radiological Devices

Indications for Use 510(k) Number , / / ) i 7 3c/ Section 4.3
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Table 4.3- 2 Diagnostic Ultrasound Indications for Use Form - BPTRTx/8-5 Transducer

System: SonoSite MaxxTM Series Ultrasound System
Transducer: BPTRTx/8-5 MHz 8.0-5.0 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as

follows:
Clinical Application Mode of Operation

Other
Color Combined (Spec

B________________ M PWD CWD Doppler (Spec.)
Ophthalmic

B+M; B+PWD; Note
Fetal N N N N B+CD 1

Abdominal
Intra-operative (Abdominal

organs and vascular)
Intra-operative (Neuro.)

Laparoscopic
Pediatric

Small Organ (breast, thyroid, B+M; B+PWD; Note
testicles. prostate) N N N N B+CD 1
Neonatal Cephalic

Adult Cephalic
B+M; B+PWD; Note

Trans-rectal IN N N IN BiD
B+M; B+PWD; Note

Trans-vaginal N N N N B+CD 1
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superflic.) _ I I I

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel

Other (spec.)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. Imaging to assist in the placement of needles and catheters in vascular or other anatomical structures was cleared in K030949.

Prescription Use (Per 21 CFR 801.109)

(Division ign-O /
Division of Repro uctive, Abdbrninal, and
Radiological Devices
510(k) Number / <. / 7 1/

Indications for Use Section 4.3
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Table 4.3- 3 Diagnostic Ultrasound Indications for Use Form - C8x/8-5 Transducer

System: SonoSite MaxxTMSeries Ultrasound System
Transducer: C8x/8-5 8.0-5.0 MHz Curved Array Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
B+M; B+PWD;

Fetal P P P P B+CD Note 1
Abdominal

Intra-operative (Abdominal organs and vascular)
Intra-operative (Neuro.)

Laparoscopic
Pediatric

Small Organ (breast, thyroid, testicles. prostate)
Neonatal Cephalic

Adult Cephalic
B+M; B+PWD;

Trans-rectal P P P P B+CD Note 1
B+M; B+PWD;

Trans-vaginal P P P P B+CD Note 1
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel

Other (spec.)
N= new indication; P= previously cleared by FDA: E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be cembined
with any imaging mode. Imaging to assist in the placement of needles and catheters in vascular or other anatomical structures was cleared in K030949. All items
marked P were previously cleared in 510(k) K043559.

Prescription Use (Per 21 CFR 801.109)

(Division~ Si n-Oft~
Division of ReprodiUctive, Abdo miat, and
Radiological Devices,

510(k) Number // t 7,/1/

Indications for Use Section 4.3
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Table 4.3-4 Diagnostic Ultrasound Indications for Use Form - Cllx/8-5 Transducer

System: SonoSite MaxXTMISeries Ultrasound System
Transducer: C1 lx/8-5 8.0-5.0 MHz Curved Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Sp ec.)f _ (Spec.)

Ophthalmic
Fetal

B+M; B+PWD;
Abdominal P P P P P B+CWD; B+CD Note 1

Intra-operative (Abdominal organs and vascular) P P P P B+M; B+PWD; B+CD Note 1
Intra-operative (Neuro.) P P P P B+M; B+PWD; B+CD Note 1

Laparoscopic
B+M; B+PWD;

Pediatric P P P P P B+CWD; B+CD Note 1
Small Organ (breast, thyroid, testicles. prostate)

Neonatal Cephalic P P P P B+M; B+PWD; B+CD Note 1

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)
Cardiac Adult

B+M; B+PWD;
Cardiac Pediatric P P B+CWD; B+CD Note 1

Trans-esophageal (card.)
Other (spec.)

Peripheral vessel P P P P B+M; B+PWD; 8+CD Note 1
Other (spec.)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMs
Compound imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. Imaging to assist in the placement of needles and catheters in vascular or other anatomical structures was previously cleared in 510(k)
K030949. An expanded intended use for imaging guidance for peripheral nerve block procedures was previously cleared in K033367. All items marked "P" were
previously cleared in 510(k) K043559.

Prescription Use (Per 21 CFR 801.109)

(Division gn-O
Division of Repr ductive, Abdominal, and
Radiological Devices
510(k) Number k 027///

Indications for Use Section 4.3
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Table 4.3- 5 Diagnostic Ultrasound Indications for Use Form - D2x/2 Transducer

System: SonoSite Maxx TM Series Ultrasound System
Transducer: D2x/2 2.0 MHz Dual Element Circular Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler Spe . (Spec.)

Ophthalmic
Fetal

Abdominal
Intra-operative (Abdominal organs and vascular)

Intra-operative (Neuro.)
Laparoscopic

Pediatric
Small Organ (breast, thyroid, testicles. prostate)

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)
Cardiac Adult P

Cardiac Pediatric P
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel

Other (spec.)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:

All items marked 'P were previously cleared in 510(k) K053069.

Prescription Use (Per 21 CFR 801.109)

(Divis Jon

Di§,9 of rproauotlve, Abdominal, and
fl4i910aiuI Duvioss

Indications for Use Section 4.3
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Table 4.3- 6 Diagnostic Ultrasound Indications for Use Form - D5x/5 Transducer

System: SonoSite MaXXTM Series Ultrasound System
Transducer: D5x/5 5.0 MHz Dual Element Circular Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
Fetal

Abdominal
Intra-operative (Abdominal organs and vascular) __

Intra-operative (Neuro.)
Laparoscopic

Pediatric
Small Organ (breast, thyroid, testicles. prostate) _ _

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)
Cardiac Adult N

Cardiac Pediatric N
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel

Other (spec.)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Prescription Use (Per 21 CFR 801.109)

(Division SI n-off)/J
Division of Reproductive, Abdominal, and
Radiological Devices
510(k) Number kt '7/1 3,

Indications for Use Section 4.3
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Table 4.3- 7 Diagnostic Ultrasound Indications for Use Form - C60x/5-2 Transducer

System: SonoSite MaxxTM Series Ultrasound System
Transducer: C60xI5-2 5.0-2.0 MHz Curved Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
B+M; B+PWD;

Fetal p p P P B+CD Note 1
B+M; B+PWD;

Abdominal p p P P B+CD Note I
B+M; B+PWD;

Iatra-operative (Abdominal organs and vascular) P P PI P B+CD Note 1
Intra-operative (Neuro.)

Laparoscopic
B+M; B+PWD;

Pediatric PI P p P B+CD Note 1
Small Organ (breast, thyroid, testicles, prostate)

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B+PWD;

Musculo-skel. (Convent.) P p P ID I B+CD Note 1
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
B+M; B+PWD;

Peripheral vessel p P P P B+CD Note 1
Other (spec.)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined S and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy, Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. Includes imaging to assist in the placement of needles and catheters in vascular or other anatomical structures. Includes imaging of spinal
cord to provide guidance for central nerve block procedures. All items marked 'P'"were previously cleared in 510(k) K053069.

Prescription Use (Per 21 CFR 801.109)

da>~d AC
(Division Sign-Off/
Division of Reprouctive, Abdo0 inal, and
Radiological Devices
510(k) Number / / f7/ /3¢

Indications for Use Section 4.3
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Table 4.3- 8 Diagnostic Ultrasound Indications for Use Form - HFL38x /13-6 Transducer

System: SonoSite MaXXTM Series Ultrasound System
Transducer: HFL38x/1 3-6 13.0-6.0 MHz Linear Array Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
Fetal

B+M; B+PWD;
Abdominal P P P P B+CD Note 1

B+M; B+PWD;
Intra-operative (Abdominal organs and vascular) P P P P B+CD Note 1

Intra-operative (Neuro.)
Laparoscopic

B+M; B+PWD;
Pediatric P P P P B+CD Note 1

B+M; B+PWD;
Small Organ (breast, thyroid, testicles, prostate) P P PI P B+CD Note 1

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B+PWD;

Musculo-skel. (Convent.) P P p P B+CD Note 1
B+M; B+PWD;

Musculo-skel. (Superfic.) P P P P B+CD Note I
Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.) I BM __BPWD_
B+M; B+PWD;

Peripheral vessel P p P P B+CD Note 1
Other (spec.) I

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with anyiimaging mode. Includesimaging toassistinthe placementofneedlesandcathetersinvascularorotheranatomical structures and an imaging guidance
for peripheral nerve block procedures, Includes imaging of spinal cord to provide guidance for central nerve block procedures. All items marked 'P" were
previously cleared in 510(k) K043559.

Prescription Use (Per 21 CFR 801.109)

(Division n- · /
Division of Reproductive, Abdominal, and
Radiological Devices
510(k) Number it t7 1(35

Indications for Use Section 4.3
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Table 4.3- 9 Diagnostic Ultrasound Indications for Use Form - HFL50x/13-5 Transducer

System: SonoSite MaXXTM Series Ultrasound System
Transducer: HFL50x/1 3-5 13.0-5.0 MHz Linear Array Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
Fetal

B+M; B+PWD;
Abdominal N N N N B+CD Note 1

Intra-operative (Abdominal organs and B+M; B+PWD;
vascular) N N N N B+CD Note I

Intra-operative (Neuro.)
Laparoscopic

B+M; B+PWD;
Pediatric N N N N B+CD Note 1

B+M; B+PWD;
Small Organ (breast, thyroid, testicles. prostate) N N N N B+CD Note 1

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B+PWD;

Musculo-skel. (Convent.) N N N N B+CD Note 1
B+M; B+PWD;

Musculo-skel. (Superfic.) N N N N B+CD Note 1
Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
B+M; B+PWD;

Peripheral vessel N N N N B+CD Note 1
Other (spec.) N I BCDNoteI

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. Includes imaging to assist in the placement of needles and catheters in vascular or other anatomical structures and an imaging guidance
for peripheral nerve block procedures. Includes imaging of spinal cord to provide guidance for central nerve block procedures.

Prescription Use (Per 21 CFR 801.109)

(Division S n-Off)'
Division of Repro otive, Abdo inal, and
Radiological Devices
510(k) Number P '"7)l 3

Indications for Use Section 4.3
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Table 4.3- 10 Diagnostic Ultrasound Indications for Use Form - ICTx/8-5 Transducer

System: SonoSite MaXXTMVSeries Ultrasound System
Transducer: ICTx/8-5 8.0-5.0 MHz Intracavitary Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
B+M; B+PWD;

Fetal P P p P P B+CD Note 1
Abdominal

Intra-operative (Abdominal organs and vascular)
Intra-operative (Neuro.)

Laparoscopic
Pediatric

Small Organ (breast, thyroid, testicles. prostate)
Neonatal Cephalic

Adult Cephalic
B+M; B+PWD;

Trans-rectal P p p P P B+CD Note 1
B+M; B+PWD;

Trans-vaginal P P P P B+CD Note I
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel

Other (spec.)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. Imaging to assist in the placement of needles and catheters in vascular or other anatomical structures was previously cleared in 510(k)
K030949. All items marked P' were previously cleared in 510(k) K043559.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)-
Division of Reproductive, Abdominal, and
Radiological Devices
510(k) Number J/,b ' 3q

Indications for Use Section 4.3
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Table 4.3- 11 Diagnostic Ultrasound Indications for Use Form - L25x/13-6 Transducer

System: SonoSite MaxxTM Series Ultrasound System
Transducer: L25x/13-6 13.0-6.0 MHz Linear Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
Fetal

Abdominal P P P B+M; B+CD Note 1
Intra-operative (Abdominal organs and

vascular) P P P B+M; B+CD Note 1
Intra-operative (Neuro.)

Laparoscopic
B+M; B+CWD;

Pediatric P P B+CD Note 1
Small Organ (breast, thyroid, testicles. prostate) p p _____ _____ P B+M; B+CD Note 1

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel .(Convent.) p p P B+M; B+CD Note 1

I ~ Musculo-skel. (Supertic.) p PPB+;:00 Nt1Musculo-s~~~ P, B+M; ;B+CD Note 1

I ~~~~ Intra-luminal
Other (spec.)

I ~~~~ Cardiac Adult
I , ~~ Cardiac Pediatric

Trans-esophageal (card.)
Other (spec.)

Peripheral vessel P P P B+M; B+CD Note 1
Other (spec.) I _ _I

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB

Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. imaging to assist in the placement of needles and catheters in vascular or other anatomical structures was previously cleared in K030949.
An expanded intended use for imaging guidance for peripheral nerve block procedures was previously cleared in K033367. All items marked 'P" were previously
cleared in 510(k) K043559.

Prescription Use (Per 21 CFR 801.109)

(Division Slgn-Off)~l ~ /
Division of Reproductive, Abdo inal, and
Radiological Devices
510(k) Number , / b

Indications for Use Section 4.3
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Table 4.3- 12 Diagnostic Ultrasound Indications for Use Form - L38x/10-5 Transducer

System: SonoSite MaxxTM Series Ultrasound System
Transducer: L38x/10-5 10.0-5.0 MHz Linear Array Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
Fetal

B+M; B+PWD;
Abdominal P P PI P B+CD Note 1

B+M; B+PWD;
Intra-operative (Abdominal organs and vascular) P P P IP B+CD Note 1

Intra-operative (Neuro.)
Laparoscopic

B+M; B+PWD;
Pediatric P P P P B+CD Note 1

B+M; B+PWD;
Small Organ (breast, thyroid, testicles. prostate) P P P P B+CD Note 1

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B+PWD;

Musculo-skel. (Convent.) P P P P B+CD Note 1
B+M; B+PWD;

Musculo-skel. (Superfic.) P P P P B+CD Note 1
Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
B+M; B+PWD;

Peripheral vessel P P p P B+CD Note 1
Other (spec.)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined Band Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. includes imaging to assist in the placement of needles and catheters in vascular or other anatomical structures and imaging guidance for
peripheral nerve block procedures. Includes imaging of spinal cord to provide guidance for central nerve block procedures, Al items marked ' were previously
cleared in 510(k) K053069.

Prescription Use (Per 21 CFR 801,109)

(Division Sign-Off)

Division of Reproductive, Abdnominal, and
Radiological Devices,
510(k) Number ,, 47./f3

Indications for Use Section 4.3
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Table 4.3- 13 Diagnostic Ultrasound Indications for Use Form - L52/x10-5 Transducer

System: SonoSite Maxx TM Series Ultrasound System
Transducer: L52x/10-5 10.0-5.0 MHz Linear Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD p l (Spec.) (Spec.)

Ophthalmic
B+M; B+PWD;

Fetal P P P P B+CD Note 1
B+M; B+PWD;

Abdominal P P P P B+CD Note I
B+M; B+PWD;

Intra-operative (Abdominal organs and vascular) P P P P B+CD Note 1
Intra-operative (Neuro.)

Laparoscopic
B+M; B+PWD;

Pediatric P P P P B+CD Note 1
B+M; B+PWD;

Small Organ (breast, thyroid, testicles. prostate) P P P P B+CD Note I
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B+PWD;

Musculo-skel. (Convent.) P p P Ip B+CD Note 1
B+M; B+PWD;

Musculo-skel. (Superfic.) P P P P B+CD Note 1
Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.) . ...... --.

Other (spec.)
B4=M; B+PWD;

Peripheral vessel P P P P B+CD Note 1
Other (spec.)

N= new Indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. Imaging to assist in the placement of needles and catheters in vascular or other anatomical structures was previously cleared in K030949.
All items marked "P" were previously cleared in 510(k) K043559.

Prescription Use (Per 21 CFR 801.109)

(Divisio n Sibn-Off) g [ l/
Division of Reproductive, Abdominal, and
Radiological Devices
510(k) Number /4671 3/3

Indications for Use Section 4.3
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Table 4.3- 14 Diagnostic Ultrasound Indications for Use Form - LAPx/12-5 Laparoscopic
Transducer

System: SonoSite MaXXTM Series Ultrasound System
Transducer: LAPx/12-5 12.0-5.0 MHz Linear Array Laparoscopic

Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
Fetal

Abdominal
Intra-operative (Abdominal organs and vascular)

Intra-operative (Neuro.)
B+M; B+PWD;

Laparoscopic pI P P p B+CD Note 1
Pediatric

Small Organ (breast, thyroid, testicles. prostate)
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel

Other (spec.)
N= new Indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-D imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. All items marked 'P were previously cleared in 510(k) K053069.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal, and
Radiological Devices
510(k) Number-/___6 '7_ l 3_ _/

Indications for Use Section 4.3
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Table 4.3- 15 Diagnostic Ultrasound Indications for Use Form - MiniTEEx/7-3
Transducer

System: SonoSite MaXXTM Series Ultrasound System
Transducer: MinITEEx/7-3 7.0-3.0 MHz Trans-esophageal

Echocardiography Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:

Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
Fetal

Abdominal
Intra-operative (Abdominal organs and vascular

Intra-operative (Neuro.)
Laparoscopic

Pediatric
Small Organ (breast, thyroid, testicles, prostate)

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent,)
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.) N N N N N B+M; B+PWD; B+CWD; B+CD Note 1

Other (spec.)
Peripheral vessel

Other (spec.)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound Imaging. Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode.

Prescription Use (Per 21 CFR 801.109)

(Division C

Division of Reproductive, Abdorhinal, and
Radiological Devices
510(k) Number A /)1,'/ v,

Indications for Use Section 4.3
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Table 4.3- 16 Diagnostic Ultrasound Indications for Use Form - PlOx/8-4 Phased Array
Transducer
System: SonoSite MaXxTM Series Ultrasound System
Transducer: PlOx/8-4 8.0-4.0 MHz Phased Array Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:

Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic P P P I P B+M; B+PWD; B+CD
B+M; B+PWD

Fetal Pp P P B+CD Note I
Abdominal P P P P P B+M; B+PWD; B+CWD; B+CD Note 1

B+M; B+PWD
Intra-operative (Abdominal organs and vascular P P P B+CD Note I

Intra-operative (Neuro.) P P P P B+M; B+PWD; B+CD Note 1
Laparoscopic

Pediatric P P P P B+M; B+PWD Note I
B+M; B+PWD

Small Organ (breast, thyroid, testicles. prostate) P P P P B+CD Note I
B+M; B+PWD

Neonatal Cephalic P P P P B+CD Note 1
Adult Cephalic P P P P B+M; B+PWD; B+CD Note 1

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B+PWD

Musculo-skel. (Convent.) P P P P +CID Note 1
Musculo-skel. (Superlic.)

Intra-luminal
Other (spec.)
Cardiac Adult P P P p p B+M; B+PWD; B+CWD; B+CD Note I

Cardiac Pediatric P P p p, PD B+M; B+PWD; B+CWD; B+CD Note 1
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel P P P P B+M; B+PWD; B+CD Note 1

Other (spec.)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler. 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging. SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. Includes imaging to assist in the placement of needles and catheters in vascular or other anatomical structures. All items marked "P"
were previously cleared in 510(k) K053069.

Prescription Use (Per 21 CFR 801.109) //

Division of Reproductive, Abdominal, and
Radiological Devices,
81O(k) Numberk .07/1 Vt

Indications for Use Section 4.3
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Table 4.3- 17 Diagnostic Ultrasound Indications for Use Form - P17x/5-1 Phased Array
Transducer

System: SonoSite MaXxTM Series Ultrasound System

Transducer: P17x/5-1 5.0-1.0 MHz Phased Array Transducer

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

Clinical Application Mode of Operation

Color Combined Other
TBM PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic Pp P P B+M; B+PWD; B+CD
B+M; B+PWD

Fetal P p P P B+CD Note 1
Abdominal P P P P P B+M; B+PWD; B+CWD; B+CD Note I

B+M; B+PWD
Intra-operative (Abdominal organs and vascular) p p P P BiCD Note 1

Intra-operative (Neuro.)
Laparoscopic

Pediatric P P P P B+M; B+PWD Note 1
B+M; B+PWD

Small Organ (breast, thyroid, testicles, prostate) P P P P B+CD Note 1
B+M; B+PWD

Neonatal Cephalic P P P P B+CD Note 1
Adult Cephalic P pP P B+M; B+PWD; B+CD Note 1

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B+PWD

Musculo-skel. (Convent.) P P p P B+CD Note 1
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)
Cardiac Adult P P P P P B+M; B+PWD; B+CWD; B+CD Note 1

Cardiac Pediatric p P P P P B+M; B+PWD; B+CWD; B+CD Note 1
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel P P P p B+M; B+PWD; B+CD Note 1

Other (spec.)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color power Doppler. combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic imaging, SonoRes Imaging, SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Dopplercan be combined
with any imaging mode. includes imaging to assist in the placement of needles and catheters in vascular or other anatomical structures. All items marked "P"
were previously cleared in 510(k) K053069.

Prescription Use (Per 21 CFR 801.109)

Division of Reproductive, Abdominal, and
Radiologioal Devices
51O0(k) Number- ,'Kt 73/

Indications for Use Section 4.3
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Table 4.3- 18 Diagnostic Ultrasound Indications for Use Form - P21x/5-1 Phased Array
Transducer

System: SonoSite MaXxTM Series Ultrasound System
Transducer: P21x/5-1 5.0-1.0 MHz Phased Array Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:

Clinical Application Mode of Operation

Color Combined Other
BMPWD CWD Doppler (Spec.) (Spec.)

Ophthalmic NN N N B+M; B+PWD; B+CD
B+M; B+PWD

Fetal NN N N B+CD Note I
Abdominal NN N N N B+M; B+PWD; B+CWD; B+CD Note 1

B+M; B+PWD
Intra-operative (Abdominal organs and vascular) N N N N B+CD Note 1

Intra-operative (Neuro.)
Laparoscopic

Pediatric N N N N B+M; B+PWD Note 1
B+M; B+PWD

Small Organ (breast, thyroid, testicles. prostate) N N N N B+CD Note 1
B+M; B+PWD

Neonatal Cephalic N N N IN B+CD Note 1
Adult Cephalic NIN N N B+M; B+PWD; B+CD Note 1

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B+PWD

Musculo-skel. (Convent.) N N N N B+CD Note 1
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)
Cardiac Adult IN N N N N B+M; B+PWD; B+CWD; B+CD Note 1

Cardiac Pediatric N N N B+M; B+PWD; B+CWD; B+CD Note 1
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel N N N N B+M; B+PWD; B+CD Note 1

Other (spec.) I _
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. Includes Imaging to assist in the placement of needles and catheters in vascular or other anatomical structures.

Prescription Use (Per 21 CFR 801.109)

Ovi'iionl810-Off) /
Division of Reproductive, Abdominal, and
Radiologicai Devices

10(k) Number ,J/ 7 / 37 /

Indications for Use Section 4.3
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Table 4.3- 19 Diagnostic Ultrasound Indications for Use Form - SLAx/13-6 Transducer

System: SonoSite MaxxTM Series Ultrasound System
Transducer: SLAx/13-6 13.0-6.0 MHz Linear Array Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
Fetal

Abdominal
B+M; B+PWD;

Intra-operative (Abdominal organs and vascular) P P P P B+CD Note 1
B+M; B+PWD;

Intra-operative (Neuro.) P P P P B+CD Note 1
Laparoscopic

B+M; B+PWD;
Pediatric P P P P B+CD Note 1

B+M; B+PWD;
Small Organ (breast, thyroid, testicles. prostate) P P P P B+CD Note 1

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B+PWD;

Musculo-skel. (Convent.) P P P P B+CD Note 1
B+M; B+PWD;

Musculo-skel. (Superfic.) P P P P B+CD Note I
Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
B+M; B+PWD;

Peripheral vessel P P P P B+CD Note 1
Other (spec.)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. All items marked 'P were previously cleared in 510(k) K053069.

Prescription Use (Per 21 CFR 801.109)

(Division Sign.Off)
Division of Reproductive, Abdominal, and
Radiological Devices
510(k) Number //,d'7 113

Indications for Use Section 4.3
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Table 4.3- 20 Diagnostic Ultrasound Indications for Use Form - SLTx/10-5 Transducer

System: SonoSite MaXXTM Series Ultrasound System
Transducer: SLTx/10-5 10.0-5.0 MHz Linear Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
B+M; B+PWD;

Fetal P P P P B+CD Note I
B+M; B+PWD;

Abdominal P P P P B+CD Note 1
B+M; B+PWD;

Intra-operative (Abdominal organs and vascular) P P P P B+CD Note 1
Intra-operative (Neuro.)

Laparoscopic
B+M; B+PWD;

Pediatric P P P P B+CD Note 1
B+M; B+PWD;

Small Organ (breast, thyroid, testicles. prostate) P P P P B+CD Note 1
Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
B+M; B+PWD;

Musculo-skel. (Convent.) P P P P B+CD Note I
B+M; B+PWD;

Musculo-skel. (Superfic.) P P P P B+CD Note 1
Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Tran s-esophagqeaca rd. )

Other (spec.)
B+M; B+PWD;

Peripheral vessel P P p+CD Note I
Other_(spec.) I I I

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power DOppler, combined B and Color Power Doppler, 3-D Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMB
Compound imaging, Tissue Doppler Imaging and imaging for guidance of biopsy, Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. All items marked 'P' were previously cleared in 510(k) K053069.

Prescription Use (Per 21 CFR 801.109)

(Division Signe0ff)
Division of Reproducti~e, Abdomina, and
Rdio0gical Devices
MOQ(M) Number : K? /i 3/
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Table 4.3- 21 Diagnostic Ultrasound Indications for Use Form - TCDx/2 Transducer

System: SonoSite MaxXTMSeries Ultrasound System
Transducer: TCDx/2 2.0 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:

Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic N
Fetal

Abdominal
Intra-operative (Abdominal organs and vascular

Intra-operative (Neuro.)
Laparoscopic

Pediatric
Small Organ (breast, thyroid, testicles. prostate)

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)

Cardiac Adult
Cardiac Pediatric

Trans-esophageal (card.)
Other (spec.)

Peripheral vessel
Other (spec.)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Prescription Use (Per 21 CFR 801.109)

(Divis10 ion. Of)
Division of Reproductive, Abdominal, and
RadiologIcai Devices
SIO(N) Number y t7/13
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Table 4.3- 22 Diagnostic Ultrasound Indications for Use Form - TEEx/8-3 Transducer

System: SonoSite MaxxTMSeries Ultrasound System
Transducer: TEEx/8-3 8.0-3.0 MHz Trans-esophageal Echocardiography

Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:

Clinical Application Mode of Operation

Color Combined Other
B M PWD CWD Doppler (Spec.) (Spec.)

Ophthalmic
Fetal

Abdominal
Intra-operative (Abdominal organs and

vascular)
Intra-operative (Neuro.)

Laparoscopic
Pediatric

Small Organ (breast, thyroid, testicles. prostate)
Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.) P P P P P B+M; B+PWD; B+CWD; B+CD Note 1

Other (spec.)
Peripheral vessel

Other (spec.) _
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes Color Power Doppler, combined B and Color Power Doppler, 3-0 Imaging, Tissue Harmonic Imaging, SonoRes Imaging, SonoMs
Compound Imaging, Tissue Doppler Imaging and imaging for guidance of biopsy. Color Doppler includes Velocity Color Doppler. Color Doppler can be combined
with any imaging mode. All items marked "P' were previously cteared in 510O(k) 053069.

Prescription Use (Per 21 CFR 801.109)

(Diviin Sign-Oft)/J, ~J
Division of Reproductive, Abdominal, and
Radiological Devices
510(k) Number . K t7 1 /

Indications for Use Section 4.3
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