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Tslephone:1 .425.91.1200Son oSite. FacsimileI:.425.951.1201
w.w50nositexcom

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.

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

SonoSite, Inc., 21919 3 0 th Drive SE, Bothell, WA 98021-3904 USA

Corresponding Official: Christopher J. Hartzog, Sr. Regulatory Affairs Specialist
E-mail: chris.hartzog(Tsonosite.com
Telephone: (425) 951-1419
Facsimile: (425) 951-1201
Date prepared: July 1, 2008

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 MaXXTM Series Ultrasound System (subject to change)

Classification Names

Name FR 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 MaXXTM Series Ultrasound System (K071134), the SonoSite
MicroMaxx® Ultrasound System (K053069 and K043559), the Philips Medical Systems HDI® 5000
Ultrasound System (K034003 and K011224) and the GE Logiq 9 Ultrasound System (K061129).

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, 2D Chroma, THI, M-Mode, Pulsed Wave (PW) Doppler, Continuous Wave
(CW) Doppler, Color Power Doppler, Velocity Color Doppler, Anatomical M-Mode, Color M-Mode,
Pulsed Wave Tissue Doppler Imaging (PW-TDI), Color Tissue Doppler Imaging (Color-TDI),
Elastography (Strain), Strain Rate Imaging, tissue 3D, tissue 4D and flow 3D imaging 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.

510(K) Summary Of Safety And Effectiveness Page 1 of 2



D07237A Page 285 of 1355

5) Indications for Use

The device is intended for prescription use (Per 21 CFR 801.109) for diagnostic ultrasound imaging
or fluid flow analysis of the human body in the following clinical applications:

Ophthalmic Adult Cephalic
Fetal - OB/GYN Trans-rectal
Abdominal Trans-vaginal
I ntra-operative
(Abdominal organs and vascular) Musculo-skel. (Conventional)
Intra-operative (Neuro.) Musculo-skel. (Superficial)
Laparoscopic Cardiac Adult
Pediatric Cardiac Pediatric
Small Organ
(breast, thyroid, testicles, prostate) Trans-esophageal (card.)
Neonatal Cephalic Peripheral vessel

5) Comparison with Predicate Devices

The SonoSite MaxXTM Series Ultrasound System is of a comparable type and substantially
equivalent to the current SonoSite MaXXTM Series Ultrasound System. It has the same
technological characteristics, safety and effectiveness features, the same physical design and
materials. The system has the same intended use and basic operating modes as the SonoSite,
Philips HDI5000 and GE Logiq 9 predicate devices.

6) Performance Data

The device is verified and validated according to the company's design control process.

7) Conclusion

Intended uses and other key features are consistent with traditional clinical practice and FDA
guidance. The product development process conforms with 21 CFR 820, ISO 9001:2000 and ISO
13485 quality systems. The device conforms to applicable electromedical device safety standards
with compliance verified through independent evaluation and ongoing factory audits. Medical
diagnostic ultrasound has an established history of safety and effectiveness. It is the opinion of
SonoSite, Inc. that the SonoSite Maxx Tm Series Ultrasound System is substantially equivalent with
regard to safety and effectiveness to other devices already cleared for marketing.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

AUG 2 5 2008

SonoSite, Inc.
c2% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services, LLC
1394 2 5th Street NW
BUFFALO MN 55313

Re: K082098
Trade/Device Name: SonoSite MaxxTM Series Ultrasound System (SiteLinkTM Inage

Manager and SonoSite® DICOM/Clips Bundle)
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: IYN, IYO, ITX, and LLZ
Dated: July 24, 2008
Received: July 25, 2008

Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the SonoSite MaXXTM Series Ultrasound System (SiteLinkTM Image Manager and
SonoSite® DICOM/Clips Bundle), as described in your premarket notification:

Transducer Model Number

BPTRTx/8-5 D5x/5 ICTx/8-5
C8x/8-5 C60x/5-2 L25x-13-6

C1 lx/8-5 HFL38x/13-6 L38x/10-5
D2x/2 HFL50x/15-6 L52x/10-5



LAPx/12-5 TCDx/2 WC40x/6-2
MiniTEEx/7-3 TEEx/8-3 WC60x/6-2

PlOx/8-4 L25Bx/I 0-5 Wl,25x/I 2-5
P17x/5-1 LFL38x/7-3 WL40x/12-5
P21x/5-1 P2lDx/5-1 WMCI5x/12-4

SLAx/l 3-6 P21MCx/5-1 WMC20x/12-4
SLTx/10-5 P21Sx/7-l WTVx/9-3

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

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center's September 30, 1997 "Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers." If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 5 10(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer's 510(k) number. It should be clearly and
prominently marked "ADD-TO-FILE" and should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,



"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.htmnI

If you have any questions regarding the content of this letter, please contact Andrew Kang, M.D.
at (240) 276-3666.

Sincerely yours,

Nancy C. Brogdon
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)
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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 (Spec.) (Spec.)

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

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

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

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

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

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

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

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

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

B+M; B+PWD;
Adult Cephalic P P P P B+CCD Note 1

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

B+M; B+PWD;
Trans-vaginal P P P P B+CID Note I
Trans-urethral

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

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

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

B+M; B+PWD;
Cardiac Adult P P P p P B+CWD; B+CD Note 1

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

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

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

Peripheral vessel P P P P B+CCD Note I
Other (spec.) I I

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

Additional Comments:
Note 1: Otber includes COlor power Doppler, combined B and color power Doppler, 3-014-D imaging, tissue riarmonic imaging, S onoRes/SonoHD imaging. ScioMB compOUnd imaging,
bssue Doppler imaging (TO), color TDIelastography imagingstrainate Imaging, and imaging for guidance of biopsy, Color Doppier incudes velocty coor Doppler Color Dopple can
be conbmreed with any imaging mode Inlnudes imaging to assist in th. pacement of needles and cathtbers in vascular or otter anatomical structures and imaging guidance for penpheral
nerveblockprocedures. Includesimagingofspinalcord toprowdeguidanceforcent-alnerveblockprocedures Includes picture arching, communicationsandstoragefunctionality M-
Mode Includes anatomical M-Mode, and color M-Mode. System Includes wireless volce ace t ed remote contol p iles. a yster inchudes the ability to perform
measremnt on recalled Imaes..

All items marked "P" were previously cleared in 510(k) K071134.
(DivisionY]lfi-

Prescription use (Per 21 CFR 801.109) Division of Reproductive, Abdominal and

9adiological Devices //AV A
Indications for Use 10(k) Number /e_.L('J/ /f(/ / Secion 4.3



INDICATIONS FOR USE

510(k) Number (if known): 1< tCAo 0700&

Device Name: SiteLinklm Image Manager-

Indications for Use: SiteLinkTM Image Manager is a software accessory for SonoSite
Maxx Series medical diagnostic ultrasound systems. SiteLink enables image download,
in full resolution .bmp format or compressed .jpg format, from SonoSite systems to a
Windows-based PC.

Prescription Use: [] or Over-The-Counter Use: []

(Part 21 CFR 801 Subpart D) (Part 21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Optional Format 3-10-98)

orn of Reproductive, Abdominal and
ological Devices

fiR) Nurnuer 4J/



INDICATIONS FOR USE

510(k) Number (if known): [Ky 6¾ ~Q9

Device Name: SonoSite® DICOM/Clips Bundle

Indications for Use: The SonoSite® DICOM/Clips Bundle is a software option
available on SonoSite Maxx Series TM medical diagnostic ultrasound systems. It is
intended for acceptance, transfer, display, storage, archive and manipulation of digital
medical images, including quantification and report generation.

Prescription Use: or Over-The-Counter Use:

(Part 21 CFR 801 Subpart 0) (Part 21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Optional Format 3-10-98)

SDi igoW n-'Onf)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number _ _ _ _ _ _ _ _ _



D07237A Page 30 of 1355

Table 4.3- 2 Diagnostic Ultrasound Indications for Use Form - BPTRTx/8-5 Transducer

S ste : ________SonoSite MaXXTM Series Ultrasound System
Transducer: BPTRTxIB-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as

follows:
Clinical Application ___Mode of 0peration

Color Combined Other
B T M PWCD CWD Doppler (Spec.) (Spec.)

Ophthalmic _____________

B+M; B+PWD;
Fetal p p P ps B+CID Noteli

Abdominal
Intra-operative (Abdominal

organs and vascular) ___

intrat-operative (Neuro.) ______

Laparoscopic
Pediatric

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

Adult Cephalic ______

B-FM; B+PWD;
Trans-rectal P P Pt P B+CD Note 1

B+M; B-IPWD;
Trans-vaginal P p p p3 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-esohaea card.)

Peripheral vessel
IOther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _

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

Additional Comments:
Note I: Other includes color power Doppler, combined B and color power Doppler, 3-D14-D imaging, tissue harmonic imaging. SonoReslSonoHD imaging,
SonoMS compound imaging, tissue Doppler imaging (TDI), elastography Imaging, strain rate Imaging, imaging for guidance of biopsy end imaging to assist in
the placement of needles and catheters in vascular or other anatomical structures, Color Doppler includes velocity color Doppler. Color Doppler can be combined
with~ any imaging mode. M-Modle Includes anatomical M-Modo, and color M-Mode.

All items marked "P"' were previously cleared In 510(k) K<071134.

Prescription Use (Per 21 CFR 801. 109)

(Division 1gfG,
F ~Sion of Reprodu'JUVe, Abdominal and

iioiogicai Devtce's I} fl ? '

0(k) Num'ber 909U64LY7
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 MaxXTM Series Ultrasound System
Transducer: C8x/8-5 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of 0 eration

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.) I J
N= new indication: P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note l: OtherincludescolorpowerDoppler, combined BandcolorpowerDoppler, 3-DI4-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,
SonoMa compound imaging, tissue Doppler imaging TD01), elastography imaging, strain rate Imaging, imaging for guidance of biopsy and imaging to assist in
the placement of needles and catheters in vascular or other anatomical structures. color Doppler includes velocity color Doppler. color Doppler can be combined
with any imaging mode. M-Mode includes anatomical M-Mode, and color M-Mode.

All Items marked "P" were previously cleared in 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Son- 0"f )
P' mn of Reproductive, Abdominal and

-logical Devices$
I1) Number _ _

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 MaXXTM Series Ultrasound System
Transducer: C1 lx/8-5 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
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 P P P B+CWD; B+CD Note 1

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

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

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 cotor power Doppler, 3-DI4-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,
SonoMB compound imaging, tissue Doppler imaging (TDI), elastography Imaging, strain rate imaging, imaging guidance for peripheral nerve block procedures,
imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures, Color Doppler includes
velocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode Includes anatomical M-Mode, and color M-Mode.

Alli items marked P' were previouslycleared in 51O(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Of /

Division of Reproductive, Abdominal and
Radiological Devices I/ c''2 C 2

510(k) Number /CJJ E4U/
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 MaxxTM Series Ultrasound System
Transducer: D2x/2 MHz Dual Element Circular Array

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

Clinical Application Mode of 0peration
CoLor Combined Other

B M PWD CWD Doppler (Spec.Sec.

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) K071134.

Prescription Use (Per 21 CFR 801.109)

(flivIslon SignOl
ision of Reproductive, Abdominal and

adiological Devices s ei 4

Indications for Use 510(k) Numberon4.
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Table 4.3- 6 Diagnostic Ultrasound Indications for Use Form - D5xJ5 Transducer

Ssem: Soroit MaXXTMV Series Ultrasound Svstem
Transducer: 05x5 Mz Dual Element Circular Array

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the
hmn bod as follows:

Clinical Application Mode of 0 eration
Color COmbiete

Fetal
Abdominal

Inr-operatve (bominal oran and ascular) ____

Intr-perative (euo.

Pediatric
Sml Orga breast throid, testicles, prostate)

Neonatal Cenhalic
Aul Cephalic
trans-rectal

Trans-vaginal
Trans-urethral

Musculo-skel. (Convent.)
Musculo-skel. Sumperfic.n

Intalumninal
Oter (s ec.)
Cadac AdultP
CricPediatricP

Ohr (spec.)
Pn eral vessel

Oterspec.)
N= new indication: Ppreviously cleared by FDA: E= added under Appendix E

Additional Comments:
All Items marked 'P were previously cleared In 5`10(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Of
A1 vision of Reproductve, Abdominal and
ladiologicai Devices iv n n V

510(k) Number fCt 'O LI
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: C60x/5-2 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
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 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
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 P S +CD Note 1
Musculo-skel. (Supertic.)

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-D14-D imaging, tissue harmonic imaging, SonoRes/SonoHO imaging,
SonoMB compound imaging, tissue Doppler imaging (TOI), elastography imaging, strain rate Imaging, Imaging guidance for peripheral nerve block
procedures, imaging of spinal cord to provide guidance for central nerve block procedures, imaging for guidance of biopsy and imaging to assist in the placement
of needles and catheters In vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can be combined with any
imaging mode. M-Mode Includes anatomical M-Mode, and color M-Mode.

All items marked "P" were previously cleared In 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sin.Off)
vision of Reproductve, Abdominal and

ladiological Devioes /Z I c 2
51n0(k) Number U se StonA 4C.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/I3-6 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the

human body as follows:
Clinical Application Mode of Op eration

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 I

Intra-operative (Neuro.)
Laparoscopic

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

B+M; B+PPWD;
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.) _____II __

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-D14-D imaging, tissue harmonic imaging, SonoResiSonoHD imaging,
SonoMB compound imaging, tissue Doppler imaging (TDI), elastography Imaging, strain rate Imaging, imaging guidance for peripheral nerve block procedures,
imaging of spinal cord to provide guidance for central nerve block procedures, imaging for guidance of biopsy and imaging to assist in the placement of needles
and catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can be combined with any imaging mode
M-Mode Includes anatomical M-Mode, and color M-Mode.

All Items marked 'P' were previously cleared In 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Pivision of Reproductive, Abdominal and
ladiological Devices le V9 cY

510(k) Number /vJ6 0
Indications for Use Section 4.3



007237A Page 37 of 1355

Table 4.3- 9 Diagnostic Ultrasound Indications for Use Form - HFL50x/15-6 Transducer
System: SonoSite Maxx TMSeries Ultrasound System
Transducer: HFL50x/1 5-6 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 D oppler (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 6+C0 Note 1

B+M; B+PWD;
Small Organ (breast, thyroid, testicles. prostate) P P P P S +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-DI4-0 imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,
SonoMa compound imaging, tissue Doppler imaging (TDI), elastography Imaging, strain rate Imaging, imaging guidance for peripheral nerve block procedures,
imaging of spinal cord to provide guidance for central nerve block procedures, imaging for guidance of biopsy and imaging to assist in the placement of needles
and catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can be combined with any imaging mode.
M-Mode Includes anatomical M-Mode, and color M-Mode.

All Items marked 0P" were previously cleared In 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) v
Division of Reproductlve, Abdominal and
lIadiological Devices I> 2 A ?
510(k) Number __k0;0____

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 MaxxTM Series Ultrasound System
Transducer: ICTx/8-5 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
B+M; B+PWD;

Fetal P P P P B+CD Note I
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-DI4-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,
SonoMB compound imaging, tissue Doppler imaging (TDI), elastography imaging, strain rate imaging, imaging for guidance of biopsy and imaging to assist in
the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can be combined
with any imaging mode. M-Mode Includes anatomical M-Mode, and color M-Mode.

All Items marked 'P" were previously cleared In 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductve, Abdominal and
Radiological Devices >A4& y

510(k) Number /k:'cO ( T 4.3Indications 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 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 D oppler (Spec.) (Spec.)

Ophthalmic N N N B+M; B+CD Note 1
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 PF 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
Musculo-skel. (Superfic.) P P P S +M; B+CD Note 1

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel P P p B+M; 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 co.or power Doppler, combined B and color power Doppler, 3-014-D imaging. tissue harmonic imaging, SonoRes/SonoHD imaging,
SonoMB compound imaging, tissue Doppler imaging (TDI). elastography Imaging, strain rate Imaging, imaging guidance for peripheral nerve block procedures,
imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includes
velocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode includes anatomical M-Mode, and color M-Mode.

All Items marked "P" were pravfously cleared In 51t(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) '
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number _ /________-

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 MaxxTh Series Ultrasound System
Transducer: L38x/10-5 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
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 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 FP 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 Dp 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-D14D imaging, tissue harmonic imaging. SonoRes/SonoHD imaging,
SonoMB compound imaging, tissue Doppler imaging ('DI), elastography Imaging, strain rate Imaging, imaging guidance for peripheral nerve block procedures,
imaging of spinal cord to provide guidance for central nerve block procedures, imaging for guidance of biopsy and imaging to assist in the placement of needlesand catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can be combined with any imaging mode.
M-Mode Includes anatomical M-Mod., and color M-Mode.

All items marked "P" were previously cleared In 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) U
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number //________

Indications for Use Section 4.3
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Table 4.3- 13 Diagnostic Ultrasound Indications for Use Form - L52x/10-5 Transducer
System: SonoSite MaXXTM Series Ultrasound System
Transducer: L52x/10-5 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
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 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 1
B+M; B+PWD;

Musculo-skel. (Superric.) 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 B and color power Doppler, 3-D/4-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,SonoMa compound imaging, tissue Doppler imaging (TDI), elastography Imaging, strain rate Imaging, imaging for guidance of biopsy and imaging to assist inthe placement of needles and catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can be combined
with any imaging mode. M-Mode includes anatomical M-Mod., and color M-Mode.

All items marked "P" were previously cleared in 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Oft

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number _,///)24y?

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 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
Fetal

Abdominal
Intra-operative (Abdominal organs and vascular)

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

Laparoscopic P 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-DI4-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,
SonoMB compound imaging, tissue Doppler imaging (TDI), elastography Imaging, strain rate Imaging, imaging for guidance of biopsy and imaging to assist in
the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can be combined
with any imaging mode. M-Mode includes anatomical M-Mode, and color M-Mode.

All Items marked "P" were previously cleared In 510(k) K071 t34.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)% / v'
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number ,,

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 Maxx TM Series Ultrasound System
Transducer: MiniTEEt7-3 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
Fetal

Abdominal
Intra-operative (Abdominal organs and vascular)

Intra-operative (Neuro.)
Laparoscop ic

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. (Supertic.)

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-D14-1 imaging, tissue harmonic imaging, SonoReslSonoHD imaging,SonoMB compound imaging, tissue Doppler imaging (TDI), color TDI, elastography Imaging, strain rate Imaging, imaging for guidance of biopsy and imagingto assist in the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can
be combined with any imaging mode. M-Mod. Includes anatomical M-Mode, and color M-Mode.

All items marked "P" were previously cleared In 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division SIgn-Oft)
Division of Reproductive, Abdominal and
Radiological Devices /k-IAAC
510(k) Number 9MYL

Indications for Use Section 4.3



D07237A Page 44 of 1355

Table 4.3- 16 Diagnostic Ultrasound Indications for Use Form - PlOx/8-4 Transducer
System: SonoSite MaxXTM Series Ultrasound System
Transducer: PlOx/8-4 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 P P P B+M; B+PWD; B+CD Note I
B+M; B+PWD

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

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

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

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

B+M; B+PWD
Neonatal Cephalic p p P B+CD Note I

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 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.) __ _I_ _
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Note 1: Other includes color power Doppler. combined a and color power Doppler, 3-0/4-D3 imaging, tissue harmonic imaging, SonoRes/SonoHD Imaging.SonoMB compound imaging, tissue Doppler imaging (TDI), color TDI, elastography Imaging, strain rate Imaging, imaging guidance for peripheral nrmeblock procedures, imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures.Color Doppler includes velocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode Includes anatomical M-Mode, and color M-
Mode.

All Items marked "P" were previously cleared In 510(k) 1(071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number ,wt<c&YY

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

System: SonoSite MaxxTM Series Ultrasound System
Transducer: P17x/5-1 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 MPWD CWD Doppler (Spec.) (Spec)

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

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 I
B+M; B+PWD

Intra-operative (Abdominal organs and vascular) P P P P B+CD Note I
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 P P P B+M; B+PWD; B+CD Note I
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, 3-0/4-1 imaging, tissue harmonic imaging, SonoRes/SonoH D imaging,
SonoMS compound imaging, tissue Doppler imaging (TDI), color TDI, elastography Imaging, strain rate Imaging, imaging for guidance of biopsy and imaging
to assist in the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can
be combined with any imaging mode. M-Mode Includes anatomical M-Mode, and color M-Mode.

All items marked "P" were previously cleared In 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) S
Division of Reproductive, Abdominal and
Radiological Devics/ x / 'J'
510(k) Number , //,

Indications for Use Section 4.3
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Table 4.3- 18 Diagnostic Ultrasound Indications for Use Form - P21xI5-1 Transducer

System: SonoSite MaxxTM Series Ultrasound System
Transducer: P21x/5-1 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 P P P P B+M; B+PWD: B+CD Note 1
B+M; B+PWD

Fetal P P 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 P B+CD Note I

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 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 8+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, 3-014-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,
SonoMB compound imaging, tissue Doppler imaging (TDI), color TDI, elastography Imaging, strain rate Imaging, imaging for guidance of biopsy and imaging
to assist in the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler Color Doppler can
be combined with any imaging mode. M-Mode Includes anatomical M-Mode, and color M-Mode.

All Items marked P" were previously cleared in 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-off) 1
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number /Y_,_

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 Maxx Tm Series Ultrasound System
Transducer: SLAx/13-6 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.)

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

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 I

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 B and color power Doppler, 3-D14-a imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,
SonoMB compound imaging, tissue Doppler imaging (ToI), elastography Imaging, strain rate imaging, Imaging guidance for peripheral nerve blockprocedures, imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures. ColorDoppler includes velocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode Includes anatomical M-Mode, and color M-Mode.

All Items marked "P" were previously cleared In 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Oft) 1 i A tA -
nivislon of Reproductive, Abdominal and
,iadiologlcal Devices
510(k) Number /__ _,_; _ L_ '

Indications for Use Section 4.3
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Table 4.3- 20 Diagnostic Ultrasound Indications for Use Form - SLTxJ10-5 Transducer
System: SonoSite MaXXTM Series Ultrasound System
Transducer: SLTx/10-5 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
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 I 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 B and color power Doppler, 3-D/4-O imaging, tissue harmonic imaging, SonoRes/SonoHe imaging.SonoMS compound imaging, tissue Doppler imaging (TDI), elastography Imaging, strain rate Imaging, imaging for guidance of biopsy and imaging to assist inthe placement of needles and catheters in vascular or other anatomical stmctures. Color Doppler includes velocity color Doppler. Color Doppler can be combined
with any imaging mode. M-Mode Includes anatomical M-Mode, and color M-Mode.

All items marked "P' were previously cleared in 510(k} K071134.

Prescription Use (Per 21 CFR 801.109)

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

Indications for Use Section 4.3
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Table 4.3- 21 Diagnostic Ultrasound Indications for Use Form - TCDx/2 Transducer

System: SonoSite MaxXTM Series Ultrasound System
Transducer: TCDx/2 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 P
Fetal

Abdominal
Intra-operative (Abdominal organs and vascular)

Intra-operative (Neuro.)
Laparoscop ic

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

Neonatal Cephalic
Adult Cephalic N

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

Al Items marked "P" were previously cleared In 510(k) K071134.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices >ŽP ~'4C

Indications for Use 510(k) Number Section 4.3
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Table 4.3- 22 Diagnostic Ultrasound Indications for Use Form - TEEx/8-3 Transducer
System: SonoSite Maxx TM Series Ultrasound System
Transducer: TEEx/8-3 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
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= previolleared by FDA; E= ade under Appendix E

Additional Comments:
Note I: Other includes color power Doppler, combined B and color power Doppler, 3-014.0 imaging, tissue harmonic imaging, sonoResiSonoHD imaging,SonoMB compound imaging, tissue Doppler imaging (TDI), color TDI, elastography Imaging, strain rate Imaging, imaging for guidance of biopsy and imagingto assist in the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler canbe combined with any imaging mode. M-Mode Includes anatomical M-Mode, and color M-Mode.

All items marked "P' were previously cleared in l10(k) K071134.

Prescription Use (Per 21 CFR 801.109)

Division of Reproductive, Abdominal and
Radiological Devices
51n0(k) Number ------ i3l69R

Indications for Use Section 4.3
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Table 4.3- 23 Diagnostic Ultrasound Indications for Use Form - L25Bx/10-5 Transducer
System: SonoSite MaxxTM Series Ultrasound System
Transducer: L25Bx/10-5 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.)

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

Fetal
B+M; B+PWD;

Abdominal N N N N B+CD Note 1
Intra-operative (Abdominal

organs and vascular)
Intra-operative (Neuro.)

Laparoscopic
B+M; B+PWD;

Pediatric N N N N B+CD Note I
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 8+CD Note I
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.)
B+M; B+PWD;

Peripheral vessel N N N N 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/4-D imaging, tissue harmonic imaging, SonoRes/SonoHoD imaging,SonoMS compound imaging, tissue Doppler imaging (TDI), elastography imaging, strain rate imaging, imaging for guidance of biopsy and imaging to assist in theplacement of needles and catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can be combined
with any imaging mode. M-Mode includes anatomical M-Mode, and color M-Mode,

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Oft)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number / uC, /(

Indications for Use Section 4.3
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Table 4.3- 24 Diagnostic Ultrasound Indications for Use Form - LFL38x/7-3 Transducer

System: SonoSite MaxxTM Series Ultrasound System
Transducer: LFL38x/7-3 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
Fetal

Abdominal
Intra-operative (Abdominal

organs and vascular)
Intra-operative (Neuro.)

Laparoscopic
Pediatric

Small Organ (breast, thyroid, B+M; B+PWD;
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
Musculo-skel. (Superfic.) I

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= 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-DI4-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,
SonoMB compound imaging, tissue Doppler imaging (TDI), elastography imaging. strain rate imaging, imaging guidance for peripheral nerve block procedures,
imaging of spinal cord to provide guidance for central nerve block procedures, imaging for guidance of biopsy and imaging to assist In the placement of needles
and catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can be combined with any imaging mode.
M-Mode includes anatomical M-Mode, and color M-Mode.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number /"'!2 _ ,, _

Indications for Use Section 4.3
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Table 4.3- 25 Diagnostic Ultrasound Indications for Use Form - P21Dx/5-1 Transducer
System: SonoSite MaxXTM Series Ultrasound System
Transducer: P21Dx/5-1 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as

follows:
Clinical Application Mode ofOperation

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

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

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

Intra-operative (Neuro.)
Laparoscopic

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

Adult Cephalic N N N N B+CD Note I
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.)

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

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

Trans-esopha]eal (card.)
Other (spec.)

B+M; B+PWD;
Peripheral vessel 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 8 and color power Doppler, 3-D/4-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,
SonoMB compound imaging, tissue Doppler imaging (TD1), color TD7, elastography imaging, strain rate imaging. imaging for guidance of biopsy and imaging to
assist in the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includes velocity color Doppler. Color Doppler can be
combined with any imaging mode. M-Mode includes anatomical M-Mode, and color M-Mode.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) r -
Division of Reproductive, Abdominal and(C
Radiological Devices zx$T2
510(k) Number /_________

Indications for Use Section 4.3
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Table 4.3- 26 Diagnostic Ultrasound Indications for Use Form - P21MCx/5-1 Transducer
System: SonoSite MaXXTM Series Ultrasound System
Transducer: P21MCx/5-1 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
B+M; B+PWD;

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

Abdominal N N N N N B+CWD; B+CD Note 1
Intra-operative (Abdominal

organs and vascular)
Intra-operative (Neuro.)

Laparoscopic
Pediatric

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

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

Trans-rectal
Trans-vaginal
Trans-urethral

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

Intra-luminal
Other (spec.)

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

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, 3-0/4-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,SonoMB compound imaging, tissue Doppler imaging (TDI), elastography imaging, strain rate imaging, imaging for guidance of biopsy and imaging to assist in theplacement of needles and catheters in vascular or other anatomical structures, Color Doppler includes velocity color Doppler. Color Doppler can be combined
with any imaging mode. M-Mode includes anatomical M-Mode, and color M-Mode.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductlve, Abdominal and
Radiological Devices
510(k) Number U eStio n 4.3

Indications for Use Section 4.3
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Table 4.3- 27 Diagnostic Ultrasound Indications for Use Form - P21Sx/7-1 Transducer

System: SonoSite MaxxTM Series Ultrasound System
Transducer: P21Sx/7-1 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 OCWD Doppler (Spec.) (Spec.)Ophthalmic

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

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

Intra-operative (Abdominal
organs and vascular)

Intra-operative (Neuro.)
Laparoscopic

Pediatric
Small Organ (breast, thyroid,

testicles, prostate)
Neonatal Cephalic

B+M; B+PWD;Adult Cephalic N N N N N B+CWD; B+C D Note 1
Trans-rectal

Trans-vaginal
Trans-urethral

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

Intra-luminal
Other (spec.)

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

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)
Peripheral vessel

[Other (spec.)
on; 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/4-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,SonoMB compound imaging, tissue Doppler imaging (TDI). color ToI, elastography imaging, strain rate imaging, imaging for guidance of biopsy and imaging toassist in the placement of needles and catheters in vascular or other anatomical structures, Color Doppler includes velocity color Doppler. Color Doppler can be
combined with any imaging mode. M-Mode includes anatomical M-Mode, and color M-Mode.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices //. ( , ¢ AX,1

Indications for Use , )' 0(k) Number / '-c_ ':J c-- / " Section 4.3
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Table 4.3- 28 Diagnostic Ultrasound Indications for Use Form - WC40x/6-2 Transducer
System: SonoSite MaxxTMSeries Ultrasound System
Transducer: WC40x/6-2 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as

follows:
Clinical Application Made of Operation

Color Combined OtherB M PWD CWD Doppler (Spec,) Sp ec.
Ophthalmic

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

Intrs-operative (Neuro.)
Laparoscopic

BS+M; BS+PWD; Note 1Pediatric N N N N B+CDSmall Organ (breast, thyroid, B+M; B+PWD; Note Itesticles, prostate) N N N N B+CD
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)

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

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 1Other (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/4-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,SonoMB compound imaging, tissue Doppler imaging (TDI), elastography imaging, strain rate imaging, imaging guidance for peripheral nerve block procedures,imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical stnrctures. Color Doppler includesvelocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode includes anatomical M-Mode, and color M-Mode.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) NumberIndications for Use 

Section 4.3
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Table 4.3- 29 Diagnostic Ultrasound Indications for Use Form - WC60x/6-2 Transducer
System: SonoSite MaxXTM Series Ultrasound System
Transducer: WC60x/6-2 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

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

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

lntra-operative (Neuro.)
Laparoscopic

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

Adult Cephalic
Trans-rectal

Trans-vaginal
--- Trans -ui ethri,,
Trns-esopoh. (non-Card.)

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

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

Additional Comments:
Note 1: Otherincludes color power Doppler, combined R and colorpower Doppler, 3-D/4-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,SonoMa compound imaging, tissue Doppler imaging (TDI), elastography imaging, strain rate imaging, imaging guidance for peripheral nerve Nook procedures,imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical stuctures. Color Doppler includesvelocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode includes anatomical M-Mode, and color M-Mode.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Pivision of Reproductive, Abdominal and

adiological Devices
310(k) Number ,

Indications for Use Section 4.3
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Table 4.3- 30 Diagnostic Ultrasound Indications for Use Form - WL25x/12-5 Transducer
System: SonoSite MaxxTM Series Ultrasound System
Transducer: WL25x/12-5 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.)

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

B+M: B+PWD; Note I
Fetal N N N N B+CD

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

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

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

Laparoscopic

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

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

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

Adult Cephalic I
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)

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

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

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)

B+M; B+PWD; Note 1Peripheral vessel N N N N B+CD
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-D14-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,
SonoMa compound imaging, tissue Doppler imaging (TDI), elastography imaging, strain rate imaging, imaging guidance for peripheral nerve block procedures,imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includesvelocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode includes anatomical M-Mode, and color M-Mode.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number v s e c t i o n 4.3Indications for Use Section 4.3
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Table 4.3- 31 Diagnostic Ultrasound Indications for Use Form - WL40x/12-5 Transducer
System: SonoSite MaxxTh Series Ultrasound System
Transducer: WL40x/12-5 MHz Transducer
-Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as

follows:
Clinical Application Mod e ofrtn

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

B+M; B+PWD; Note 1Ophthalmic N N N N B+CD
B+M; B+PWD; Note 1Fetal N N N N B+CD
B+M; B+PWD; Note 1Abdominal N N N N S +CDIntra-operative (Abdominal B+M; B+PWD; Note 1organs and vascular) N N N N B+CD
B+M; B+PWD; Note 1Intra-operative (Neuro.) N N N N B+CD

Laparoscopic

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

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)

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

{ntra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)

B+M; B+PWD; Note 1Peripheral vessel N N N N B+CD
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/4-O imaging, tissue harmonic imaging, SonoRes/sonoHD imaging,SonoMa compound imaging. tissue Doppler imaging (TDI), elastography imaging, strain rate imaging, imaging guidance for peripheral nerve block procedures,imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includesvelocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode includes anatomical M-Mode, and color M-Mode.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Ab;1minal and
Radiologica eie
510(k) Number / '<._ j/'_j_ J c. JfIndications for Use Section 4.3
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Table 4.3- 32 Diagnostic Ultrasound Indications for Use Form - WMC15x/12-4
Transducer
system: SonoSite MaXXTM Series Ultrasound System
Transducer: WMC15X/12-4 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 PW D C W D D oppler (Spec.) (Spec.)

B+M; B+PWD; Note 1Ophthalmic N N N N N B+CD; B+CWD
B+M; B+PWD; Note 1Fetal N N N N N B+CD; B+CWD
B+M; B+PWD; Note 1Abdominal N N N N N B+CD, B+CWDIntra-operative (Abdominal B+M; B+PWD; Note 1

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

Laparoscopic

8+M; B+PWD; Note 1Pediatric N N N N N B+CD; B+CWDSmall Organ (breast, thyroid, B+M; B+PWD; Note 1
testicles, prostate) N N N N N B+CD; B+CWD

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

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)

B+M; B+PWD; Note 1Musculo-skel. (Convent.) N N N N N B+CD; B+CWD
B+iM; BS+PWD; Note 1Musculo-skel. (Superfic.) N N N N N 8+CD; B+CWD

Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal card.

Other (spec.)

B+M; B+PWD; Note 1Peripheral vessel N N N N N B+CD; B+CWD
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/4-0 imaging, tissue harmonic imaging, SonoResISonoHD imaging,SonoMB compound imaging, tissue Doppler imaging (TDI), elastography imaging, strain rate imaging, imaging guidance for peripheral nerve block procedures,imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includesvelocity color Doppler. Color Doppler can be combined with any imaging mode. M-Mode includes anatomical M-Mode, and color M-Mode.

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Of)
Division of Reproductive, Abdominal and
Radiological Devices
51 0(k) Number k-~CX~'CIndications for Use Section 4.3
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Table 4.3- 33 Diagnostic Ultrasound Indications for Use Form - WMC20x12-4
Transducer
System: ii SonoSite MaxxTM Series Ultrasound SystemTransducer: WMC20x/12-4 MHz Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as

follows:
Clinical Application Mode of 0 eration

Color Combined OtherB M PWD CWD Doppler (Spec. ( Sec.
B+M; B+PWD: Note 10.hthalmic N N N N N B+CD; B+CWD
B+M; B+PWO; Note 1Fetal N N N N N B+CD; B+CWD
B+M; B+PWD; Note 1Abdominal N N N N N B+CD; B+CWDIntra-operative (Abdominal B+M; B+PWD; Note 1organs and vascular) N N N N N B+CD; B+CWD
B+M; B+PWD; Note 1Intra-operative (Neuro.) N N N N N B+CD; B+CWDLaparoscopic

B+M; B+PWD; Note 1Pediatric N N N N N B+CD; B+CWDSmall Organ (breast, thyroid, B+M; B+PWD; Note 1testicles, prostate) N N N N N B+CD; B+CWD
B+M; B+PWD; Note 1Neonatal Cephalic N N N N N B+CD; B+CWD
B+M; B+PWD; Note 1Adult Cephalic N N N N N B+CD; B+CWD

Trans-rectal
I - Trans-vaginal _____

I Trans-urethral
Trans-esoph. (non-Card.)

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

Other (spec.)
Cardiac Adult

Cardiac Pediatric
Trans-esophageal (card.)

Other (spec.)

B+M; B+PWD; Note 1Peripheral vessel N N N N N B+CD; B+CWD IOther (spec.)
N= new indication: P= previously cleared - y FDA. E= -added under Appendix E

Additional Comments:
Note 1: Other includes color power Doppler, COmbined B and color power Doppler, 3-14-D imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,SonoMa compound imaging, tissue Doppler imaging (TDI). elasthgraphy imaging, strain rate imaging, imaging guidance for peripheral nerve block procedures.imaging for guidance of biopsy and imaging to assist in the placement of needles and catheters in vascular or other anatomical structures. Color Doppler includesvelocity color Doppler. Color Doppler can be COmbined with any imaging mode. M-Mode includes anatomical M-Mode, and color N-Mode.

Prescription Use (Per 21 CFR 801.109) , .,

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

Indications for Use 
Section 4.3
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Table 4.3- 34 Diagnostic Ultrasound Indications for Use Form - WTVx/9-3 Transducer
System: SonoSite Maxx Tm Series Ultrasound System
Transducer: WTVx/9-3 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

B+M; B+PWD; B+CD; Note 1Fetal N N N N N B+CWD
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; B+CD; Note 1Trans-rectal N N N N N B+CWD
B+M; B+PWD; B+CD; Note ITrans-vaginal N N N N N B+CWDTrans-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= previoul eared by FDA; E= added u Appendix E

Additional Comments:
Note 1: Other includes color power Doppler. combined Sand color power Doppler, 3-0/4-0 imaging, tissue harmonic imaging, SonoRes/SonoHD imaging,SonoMS compound imaging, tissue Doppler imaging (TDI), elastography imaging, strain rate imaging, imaging for guidance of biopsy and imaging to assist in theplacement of needles and catheters in vascular or other anatomical structures, Color Doppler includes velocity color Doppler. Color Doppler can be combinedwith any imaging mode. M-Mode includes anatomical M-Mode, and color M-Mode.

Prescription Use (Per 21 CFR 801.109)

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

Indications for Use 
Section 4.3


