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510(k) Premarket Nofification ACCUVIX XQ Diagnostic Ultrasound System

0CT 3 1 2005

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

Prepared March 28, 2005

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 Information: 21 CFR 807.92(a)(1)
Mr. Kyung-Am, Shim
Regulatory Affairs Manager
Medison Co. Lid.
997-10, Daechi-dong, Gangnam-gu,
Seoul 135-280, Korea

Telephone: 82.2.2194.1381
Facsimile: 82.2.2194.1399
Ematl: kashim{@medison.com

2. Name of the device:

Common/Usual Name:

Diagnostic Ultrasound System and Accessories
Proprietary Name:
ACCUVIX XQ ™ Diagnostic Ultrasound System and Transducers

Classification Names: FR Number Product Code

Ultrasonic Pulsed Doppler Imaging System 892.1550 90-IYN
Ultrasound Pulsed Echo Imaging System  8§92.1560 90-1YO
Diagnostic Ultrasound Transducer 892.1570 90-1TX

3. Identification of the predicate or Iegally marketed device:

Medison Co., Ltd. believes that ACCUVIX XQ ™ ultrasound system is
substantially equivalent to the currently marketed SONOACE 9900 PLUS
ultrasound system (K032329) and SONOACE 9900 ultrasound system (KO12867
and K002185)

4. Device Description:
The ACCUVIX XQ ™ is a general purpose, mobile, software controlled. diagnostic
ultrasound system. Its function is to acquire ultrasound data and to display the data as
2D mode, M mode, Color Doppler imaging, Power Doppler imaging. Harmonic imaging. and
PW Spectral Doppler mode on the CRT display. It also provides the 31 imaging mode using the
3D probe in the Mechanical scan mede.

; \ ™ . . . . c e
The ACCUVIX XOQ ™ has real time acoustic output display with two basic indices. a
mechanical index and a thermal index, which are both automatically displayed. The
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510(k) Premarket Notification ACCUVIX XQ Diagnostic Ultrasound System

system also provides for the measurement of anatomical structures and for analysis
packages that provide information used for clinical diagnostic purposes by competent
health care professionals.

The ACCUVIX XQ ™ has been designed to meet the following electromechanical

safety standards:

- UL 60601-1, Underwriters Laboratories Standards, Medical Electrical Equipment

- (22.2 No. 601.1, Canadian Standards Association, Medical Electrical Equipment

- EN 60601-1, European Norm, Medical Electrical Equipment

- EN 60601-1-2, European Norm, Collateral Standard: Electromagnetic Compatibility

- IEC 61157, International Electrotechnical Commission, Requirements for the
declaration of the acoustic output of medical diagnostic ultrasonic equipmnent

- 18010993, Biological evaluation of medical devices

3. Intended Uses:
The ACCUVIX XQ ™ system and transducers are intended for diagnostic ultrasound

imaging and fluid analysis of the human body.

The clinical applications include:

Fetal (including infertility monitoring of follicle development), Abdominal, Pediatric,
Small Organ, Neonatal Cephalic, Adult Cephalic, Trans-rectal, Trans-vaginal, Trans-
esophageal, Muscular-skeletal, Urology, TCD, Cardiac (Adult, Pediatric), and
Peripheral-vascular (Carotid, Arterial, Venous) applications.

6. Technological Characteristics:
The ACCUVIX XQ ™ is substantially equivalent to the SA-9900 PLUS Diagnostic
Ultrasound System, cleared via K032329, and the SA-9900 Diagnostic Ultrasound
System, cleared via K002185 and K012867. All systems transmit ultrasonic energy into
patients, then perform post processing of received echoes to generate on-screen display
of anatomic structures and fluid flow within the body. All system alfow for specialized
measurcments of structures and flow, and calculations.

7. Conelusion:

The ACCUVIX XQ™ 510(k) Pre-Market Notification contains adequate information
and data to enable FDA - CDRH to determine substantial equivalence to the predicate
device.

ACCUVIX XOQ™ will be manufactured in accordance with the voluntary standards
listed in the enclosed voluntary standard survey.

The submission contains the results of a hazard analysis and the “Level of Concern for potential
hazards has been classified as “Moderate”

END of 510(K) Summary
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Food andbrug Administration

005 9200 Corporate Boulevard
OET 3 l 2 Rockville MD 20850

Medison Co., Ltd.

% Mr. Neil E. Devine, Jr.
Responsible Third Party Official
Intertek Testing Serves NA, Inc.
70 Codman Hill Road
BOXBOROUGH MA 01719

Re: K052911
Trade Name: ACCUVIX XQ™ Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: 11
Product Code: [YN, IYO, and ITX
Dated: October 14, 2005
Received: October 17, 2005

Dear Mr. Devine:

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 ACCUVIX XQ™ Diagnostic Ultrasound System, as described in your premarket

notification:

Transducer Model Number

3D3-5EK Curved Array 3D5-8EK Curved Linear Array
3D4-7EK Curved Linear Array C2-61C Curved Array
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C3-7IM Curved Array
C5-2EL Curved Array
CW2.0 Static CW
CW4.0 Static CW
EC4-9IS Curved Array

MPT4-7A0 Multiplane TEE

P2-4AC Phased Array
P3-5AC Phased Array
P3-7AC Phased Array
VAW3-5 Curved Array

L5-9EE Linear Array
L.5-12IM Linear Array

L6~-12IS Linear Array

VAW4-7 Curved Array

CDW5-8 Curved Array
VNA6-12 Linear Array

L&-I5IS Linear Array

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 510(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.
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If you desire specific advice for your device on our labeling regulation (21 CEFR Part 861), 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
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at
(301) 594-1212.

Sincerely yours,

Nanc%don

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure(s)
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Section 4.3 INDICATIONS FOR USE -

DIAGNOSTIC ULTRASOUND INDICATIONS STATEMENT

510(k} No.:
System: ACCUVIX XQ ™ Diagnostic Ultrasound System
Intended Use:  Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific B | M |PWD| CWD Color Combined* Other
(Track [ only) {Tracks 1 & IlI) Dappler* (Spec.) (Spec.)
Ophthalmic IOphtha[mic
Fetal {See Note 3) N | N N N N Note | Notes 2,7, 8
Abdominal Ni{N N N N Note 1 Notes 2, 7,8
Intra-operative (See Note 6/
Intra-operative (Neuro.)
Fetal Imaging | Laparoscopic
& Other Pediatric N | N N N N Note 1 Nate 2.4.56.7.8.9
Small Qrgan (See Note 5} N | N N N Note 1 Note 2,3.6.8,9
Neenatal Cephalic N { N N N N Note 1
Adult Cephalic N[N N N N Note | Notc 4. 7
Trans-rectal N | N N N Note 1 Note 2,3, 8
Trans-vaginal N | N N N Note 1 Note 2, 3. 8
Trans-urethral
Trans-csoph. (non-Cardiac) N | N N N N Nowe 7. 8
Musculo-skel (Convent.) N N N N Note | Note 2.5.60.8.9
Musculo-skel. {Superfic ) N | N N N Note | Note 2.5.6.8.9
Intra-fuminal
Other (spec.)
Cardiac Adult N | N N N N Note 1 Note 4. 7
Cardiac Cardiac Pediatric N | N N by N Note 1 Note 4. 7
Trans-csophageal (Cardiac) N N N N N Note 1 Note 7. 8
Other (spec.)
Peripheral Peripheral vessel N | N N N N Note | Note 5. 6.9
Vessel Other (spec.) N

N= pew indication

- P= previously cleared: 1= added under Appendix [

Additional Comments:
Calor Dappler includes Power (Amplitude) Doppler

Note |

Note

Note -

Note 3¢
Nole 6
Nate 7+
Nole 8

Note

2
Note 3:
i

“B/M.IPW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler. B/Fower Doppler/TW Doppler,
1V/Color Doppler/Color M

- Includes imaging for guidance of biepsy

Includes infertility monitoring ol Tollicle development

: Color M-maode

IFor example: thyroid. pacathyroid. breast. scrotum and pems 1o adult pediatric and neonatal patients

Abdominal organs and peripheral vessel

Tissue Harmonic Tmaging (1T

31y unaging,

Panoramic meiging

Concurrence of CDRH, Office of Device Evaluation (ODL)
Prescription Use (Per 21 CEFR 801.109)

\/)a,wf/w ( Q/(ﬂﬂ@gl”"l/
ol

{Division Sign-Of)
Division of R ive, Abdom

ot Nomamr e WLIZT]
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

System: ACCUVIX XQ ™ Diagnostic Ultrasound System

Transducer: 3D3-5EK Curved Linear Array

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

Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific B |M|{PWD| CWD Color Combined* Qther
{Track I only) (Tracks [ & 111) Doppler* (Spee.) {Spec.)
Oph[halm[c Oph[halmic
Fetal (See Note 3) N N N N Note 1 " Notes 2,7, 8
Abdominal N N N N Note 1 Notes 2,7, &

Intea-operative {See Note 6)

[ntra-operative (Neuro.)

Fetal Imaging | Laparoscepic

& Other Pediatric

Small Organ (See Note 3)
Neonatal Cephalic
Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-esoph. (non-Cardiac)

Musculo-skel. {Canvent.)

Musculo-skel (Supertic)

Intra-luminal

Other (spec.)

Cardiac Adull

Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other {spec }

Peripheral Peripheral vessel

Vesscel Other (spec.)

N= new indication: P= previously cleared: E= added under Appendix E
Additional Comments:
Colar Doppler includes Power (Amplitude) Daoppler .
Note 1: B/M. B/PW Doppler. B/Colar Deppler. B/Color Doppler/PAY Doppler, B/Power Dopples/I'W Doppler.
BiColor Doppler/Color M
Nate 2: Includes imaging for guidance ol biopsy
Note 30 Includes infertility monitoring of follicle deveiopment
Note 4: Color M-made
Nate 37 For example: thyroid. parathyrond. breast serotum and penis in aduln pedintric and neonatal patients
Note 6 Abdominal organs and peripheral sessel
Note 7: Tissue Harmonic Tmagmg ¢ FHD
Note 8 31 imaging
Note 9 Panoramie imaging

Concurrence of CDRH, Office of Device Evaluation (ODE)
Presceription Use (Per 21 CFR 801.109)

‘W/JOVWdM/ & gﬂ/&ﬂu
{Division Sign-Off)
Division of Reproductive, Abdominal,

and Radiological Devices -
510(k) Number g/){ﬁ:ﬁ Cfq//
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ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System:
Transducer:
Intended Use:

ACCUVIX XQ " Diagnostic Ultrasound System
3D4-7EK Curved Linear Array
Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation (*includes simulaneous B-mode)

General Specific B | M|PWD|[ CWD Color Combined* Other
(Track 1 only}) (Tracks | & 1) Doppler* (Spec.) {Spec.)
Ophthalmic ] Ophthatmic
Fetal (See Note 3) N { N N N Note | Notes2, 7. 8
Abdominal N | N N N Note | Notes 2, 7. 8

Intra-operative (See Note 6)

Intra-operative {Neuro.)

Fetal Imaging

Laparoscopic

& Other

Pediatric

Small Organ (See Note 3)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-csoph. (non-Cardiac)

Musculo-skel. {Convent.)

Musculo-skel. (Superfic.)

[ntra-luminal

Qther (spec.)

Cardiac Adult

Cardiac

Cardiac Pediatric

Trans-csophagcal (Cardiac)

Other (spec.}

Peripheral

Peripheral vessel

Vessel

Chher {spec.}

N= new indication; P= previously cleared: F= added under Appendix [
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 12 B/M. B/PW Dappler, BiColar Doppler, 3/Color Doppler/PW Doppler. B/Power DopplerPPW Doppler,

B/Color Deppler/Color M
Note 2: [ncludes imaging for gusdance of biopsy

Note 3; Includes infertility monitoring ol fullicle development

Note 4

S Color M-mode

Note 5: For exampler tivrord. parathyroid. breast. serotuni and pents i adult. pediatnie and neonatal palients

Now 6
Note 7

Note 8

Note ¥

- Abdominal oreans and peripheral vessel

*Tissue Harmone Tmaging (THI)

3 imacing

Panormuic unagimg

Concurrence of CDREL, Office of Device Evaluation (ODL;)
Preseription Use (Per 21 CFR 801.109)

D M/a/[a)fumfifm

{Division Sign-
Division of Reproducti
and Radiological Devices
510{k) Number

ja, Abdominal,

pa529/
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

System: ACCUVIX XQ ™ Diagnostic Ultrasound System

Transducer: 3DS-SEK Curved Linear Array

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

Clinical Application Made of Operation (*includes simultaneous B-mode)
General Specific B| M |PWD| CWD Color Combined* Other
{Track 1 only) (Tracks [ & 1) Doppler* {Spec.) (Spec.)
Ophthalmic | Ophthalmic
Fetal {See Note 3)
Abdominal

Intra-operative (See Note G}

[nira-operative (Neuro.}

Fetal Imaging | Laparoscopic

& Other PPediatric

Small Organ (See Note 3}

Neonatal Cephalic

Adult Cephalic
Trans-rectal N[ N N N Note | Notes 2. 8
Trans-vaginal N| N N N Note | Notes 2. 8

Trans-urethral

Trans-esopl. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel, (Superfic.)

intra-luminal

Other {spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other {spec.)

Peripheral Peripheral vessel

Vessel Other (spec.)

N= new indication; = previously cleared: E= added under Appendiy
Additional Comments:
Color Doppler inctudes Power (Amplitude) Doppler
Note 1: B/M, B/PW Dappier. B/Color Doppler, B/Color Deppler/PW Doppler, B/Power Doppler/IP'W Doppler.
3/Color Doppler/Color M
Note 2: ncludes imaging for guidance of bropsy
Note 3: Includes infertility monitoring of tollicle development
Note 4. Color M-modc
Note 3: For example: thyrowd, parathyroid, breast serotun and penis o aduln, pediatric and neonatad paticats
Note 6: Abdommal organs and penphieral vessel
Note 7: Tissue Hanmonic Imagme (FHD
Nolte 8§ 31 umaging
Nole 9 Panaramic imaging

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 8G1.109)

N4 7&@44/0/ g/’
- - - L
{Division Sign-0Off) vQ
Division of Reproductivé, Abdomindl,

anif Radiological Devices \ »
510(k) Number LVJ{:" 61%// /
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

System: ACCUVIX XQ ™ Diagnostic Ultrasound System
Transducer: C2-61C Curved Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Ciinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific B|MI}PWD| CWD Color Combined* Other
{Track | only) (Tracks I & 1) Doppler* (Spec.} (Spec.)
Ophthalmic |Ophthalmic
— Fetal (See Note 3) Plr| e P Notc | Notcs 2, 7. 8
Abdominal Pl P p P Note 1 Notes2,7. 8
intra-operative (See Note 6)
Intra-operative {Neura.)
Fetal Imaging | Laparoscopic
& Other Pediatric PP P P Note 1 Notes 2. 7, 8
Small Organ (See Nore 5)
Neonata! Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
‘Trans-urethral
Trans-esoplh. {non-Cardiac)
Musculo-skel. (Convent )
Musculo-skel. (Supertic.)
Intra-luminal
Qiher (spec.)
Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiuc)

Other (spec.)

Peripheral
Vessel

Peripheral vessel

Other (spec.)

N= new indication: P= previously cleared: B+ added under Appendix I3
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M. B/PW Doppler. B/Calor Doppler, B/Color Doppler/PW Doppler. B/Power Dappler/PW Doppler,

Naote
Note
Note
Nole
Nole

Note 7
8

Note
Nole

2
-
hl
1
3

0

-

9

B/Color Dappler/Color M
*Includes tmaging lor guidance of blopsy
s Includes infertility monitoring of follicle development
- Color M-mode
“Tor example: (hvroid, parathyrotd. hreast scrotum and penis in adult pediateie and neonatal patients
Ahdonuinal organs and peripleral vessel
Tissue Harmonoic Imagig (THE
3D umaging
CPanoramic maginy

Concurrence of CDRH, Office of Device Evaluation (ODEL)
Preseription Use (Per 21 CFR §01.169)

ﬂﬁ/bf/d/vl/ - @%f{/&“u

(Division Sign-Off) ] "‘4
Division of Reproduttive, Abdomiinal,

snel Radiological Devices o~ /
& Uk Number w/) <. /4’/
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System:

Transducer:
Intended Use:

ACCUVIX XQ "™ Diagnostic Ultrasound System
(C3-7IM Curved Array

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

Clinical Application

Mode of Operation (*includes simultancous B-mode)

General
{Track 1 only)

Specilic
(Tracks [ & [I1)

B |M|PWD

CWD

Color
Doppler*

Combined*
(Spec)

Other
(Spec.)

Ophthalmic

Ophthalmic

Fetal lmaging
& Other

Fetal (See Note 3)

=
=]
-

Note 1

Notes 2,7, 8

Abdominal

Note 1

Notes 2, 7, 8

Intra-operative (See Note §)

Intra-operative (Neuro.)

Laparascopic

Pediatric

Note |

Notes 2. 7. &

Small Organ (See Note 3)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

I'rans-urcthral

Trans-esoph. (non-Cardiac)

Muscula-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luninal

Qther (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral
Vessel

Peripheral vessel

Other (spee.)

N= new indication: P= previously cleared: = added under Appendix [£

Additional Comments:
Color Dappler includes Power (Amplitude]) Dappier

Note 1:

Note 2
Note 3:
Naole -1
Note >
Note 6:
Nale 7:
Nole §:
Nole Y-

s Includes imaging for guidance of biepsy

Color M-mode

3D maging
Paneramic imaging

Abduiminal organs and peripheral v
Tissue Harmonie Imagine { T

exsel

Ineludes infertiliny monitoring of follicle devetopment

B/M. B/PW Doppler. BiCalor Doppler, BColar Doppler/P'W Doppler, B/Power Doppler/PW Doppler,
B/ olor Doppler/Color M

For example: thyroid, parathyrond. breast scratum and penes i adult. pediatric and neanatal panents

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

“/)Wv‘% %ﬂ/éﬂ”v

{Division Slgn Offy
Tvision f)f Reproduct e, Abdommal

G/




510(k) Premarket Notification

ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System:
Transducer:
Intended Use:

ACCUVIX XQ ™ Diagnostic Ultrasound System
C5-2EL Curved Array

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

Clinical Application

Mode of Operation (*includes simultaneous B-mode)

General
{Track I only}

Specific B [M]JPWD| CWD | Color
{Tracks I & li1) Doppler*

Combined*
(Spec.)

Other
(Spec.)

Ophthalmic I

Ophthalmic

Fetal (See Note 3) N [N|] N N

Note 1

Notes 2, 7.8

Abdominal ) N |N N N

Note |

Notes 2,7, 8

Intra-operative (See Note 6/

Intra-operative (Neuro.)

Fetal Imaging

l.aparoscopic

& Other

Pediatric N | N N N

Note |

Notes 2, 7.8

Small Organ (See Note 3)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac

Cardiac Pediatric

‘Frans-esophageal (Cardiac)

Other (spec.)

Peripheral

Peripheral vessel

Vessel

Other (spec.)

N= new indication: P= previously cleared; E= added under Appendix B
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler

Note § B/M. B/MW Daoppler., B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/TW Doppler.

Note 2
Note 3
Note 4
Note 3:
Note 6

Notw 7

Note 8§
Nowe Y

13/Color Doppler/Color M
[ncludes imaging [or guidance of biopsy
includes infertility monitoring of tollicle development
Color M-made

Ahdominal vreans and peripheral vessel
Tissue Harmonie Imagine (1111}

3 imagime

Panoramic maging

For example: divroid, parathyroid, breast scrotm and penis i adult. pediatric and neonatal patients

Concurrence of CDRI, Office of Device Lvaluation (ODE)

Presceription Use (Per 21 CFR 801.109)

ﬂWw\/C Q/M’ﬁﬁéﬁ“’f/

[Division Sugh-Off)

Iwvision of Reprodu m a!
anv Radiological De\nces 0;29 / /

St Neember



510(k) Premarket Notification

ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System:
Transducer:
Intended Use:

ACCUVIX XQ ™ Diagnostic Ultrasound System

CW2.0 Static CW

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

Clinical Application

Maode of Operation (*includes simultaneous B-mode)

General
{Track I only)

Specific
{Tracks I & I}

B

M

PWD

CWD

Color
Doppler*

Combined*
(Spec.)

Other
(Spec.)

Ophthatmic I

Ophthalmic

Fetal (See Note 3)

Abdominal

Intra-aperative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging

Laparoscopic

& Other

Pediatric

Small Organ (See Note 3)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. {Convent)

Musculo-skel. (Superfic.)

Intra-luminal

Gther (spec.)

Cardiac Adult

P

Cardiac

Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral

Peripheral vessel

l)

Vessel

Other {spee.)

l)

N= new indication; P= previously cleared: I= added under Appendix I

Additional Comm

ents:

Color Doppler includes Pawer (Amphtude) Doppler

Note |

Note 2:
Note 3¢

Note 3:
Note 6O:
Note 7
Note §:
Note 9

Includes infertitity monitoring of fotlicle development
Noie 4 Color M-maode
For example: thvroid. paratrond. breast, scrotum and penis inadult. pediatrie and neonatal patients

Abdomnal organs and peripheral vessel

Fissue Harmome Imaging (THD

3P imaging,
Panoranue nnaamg

B/M. BAW Doppler. B/Color Doppler. B/Color Dappler/PW Doppler. B/Power Doppler/PW Doppler.
B/Cator Doppler/Color M
[ncludes imaging for puidance of biops

Concurrence of CDRI, Office of Device Evaluation (ODLE)
Preseription Use (Per 21 CFR 801.109)

Y e/ brrg o

{Division Sign-Off)
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510(k) Premarket Notification

ACCUVIX XQ ™ Diagnostic Ultrascund System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System:
Transducer:

Intended Use:

ACCUVIX XQ ™ Diagnostic Ultrasound System

CW4.0 Static CW

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

Clinical Application

Mode of Operation (*includes simultaneous B-mode)

General
(Track I only}

Specific
(Tracks ] & 11i)

B

M

PWD

CWD

Color
Doppler*

Combined*
(Spec.)

Other
{Spec.)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal (See Note 3)

Abdominal

Intra-operative (See Note 6)

[ntra-aperative (Neuro.)

Laparoscopic

Pediatric

Small Organ (See Note 3)

Neonatal Cephalic

| Adutt Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. {(non-Cardiac)

Muscuio-skel. (Canvent)

Musculo-skel. (Supertic )

[ntra-luminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral

Vessel

Peripheral vesscl

Other {spec.)

N= new indication: P= previously cleared: E= added under Appendix
Additional Comments:
Color Doppler includes Power (Ampliude} Doppler
Nate 1: B/M. 13/PW Doppler. 8/Color Doppler. B/Colar Doppler/PW Doppler. Bitower Doppler/PW Doppler.

Note 2

B3/Cotor DopplerfColor M
s Includes imaging for guidance ot biopsy

Note 31 Includes infertility monitoring of follicle development
Note 40 Color M-mude
Nate 5: For exanple: thvrowd. parathyroid. breast. serotum and penis i adull pediatne and neonatal patients

Nate O:
Note 7
Nate 8:
Note U

313 unaging
Panoramic nnaging

Abdominal orvans and peripheral vessel
Tissue Haronie Iasine (115

Concurrence of CDRH, Office of Device Evaluation {ODE)
Preseription Use (Per 21 CFR 801,109

NAPYYe @/wzf/&%/
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510(k) Premarket Natification ACCUVIX xQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

System: ACCUVIX XQ ™ Diagnostic Ultrasound System

Transducer: EC4-9I8 Curved Array

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

Clinical Application Maode of Operation {*includes simultaneous B-mode)
General Specific B [M| PWD | CWD Color Combined* Other
{Track | only) {Tracks 1 & IlI) Doppler* (Spec.) (Spec)

Ophthalmic Ophthalmic

Fetal (See Note 3)

Abdominal

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging | Laparoscopic

& Other Pediatric

Small Organ (See Naie 5)

Neanatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal P I P Note | Note 2. §
Trans-urethral Poyr I & Notwe 1 Note 2.8

Trans-esaph. (non-Cardize)

Musculo-skel. (Convent.}

Musculo-skel. (Superfic))

Intra-luminal

Other {spec.}

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

QOther {spec.)

Peripheral Peripheral vessel

Vessel Other {spec.)

N= new indication; P~ previously cleared: = added under Appendix 8
Additional Comments:
Color Doppler includes Power {Amplitude) Doppler
Note 1+ /M. B/PW Doppler. BiColor Doppler. BiColor Doppler/PW Doppler. B/Power Doppler/PW Doppler.
B/Color Dappler/Color M
Note 2: Includes imaging for guidance of biopss
Note 3 Includes infertility momitaring of {ollicle development
Note 4: Colar M-mode
Note 3 For example: thyeotd. parathyroid, breast scrotum and penis i adult, pediatric and neonatal patients
Note 6 Abdominal organs and peripheral vossel
Note 72 Tssue armaonie Tmaging (THI)
Note 8 31 imaging
Note 9 Panoranic imaginy

Concurrence of CDREH, Office of Device Lvaluation (ODT}
Prescription Use (Per 21 CFR 801.109)

\/) dagoy € gﬂ&"ﬂ/{ﬁ%/

{Division SigitOf)
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510{k) Premarket Notification ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

System: ACCUVIX XQ ™ Diagnostic Ultrasound System

Transducer: L5-9EFE Linear Array

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

Clinical Application Mode of Operation {*includes simultaneous B-mode)
General Specific B { M| PWD|CWD Color Combined* Other
(Track I only) (Tracks I & 111) . Doppler* (Spec.) (Spec.)
Ophthalmic || Ophthalmic
Fctal (See Note 3)
Abdominal

Intra-operative (See Note 6/

[ntra-operative (Neuro.)

Fetal Imaging | Laparoscopic

il
z
Zz

& Other Pediatric N Note | Note 2. 8.9

Small Qrgan (See Note 3) N N N N Note | Note 2,8, 9

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

Muscula-skel. (Convent.) N N N N Note | Note 2. 8.9

Musculo-skel {Superlic) N N N N Note | Note 2. 8.9

Intra-iuminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-csophageal (Cardiac)

Other (spec.}

Peripheral Peripheral vessel

Vessel Other (spec.)

N= new indication: P= previously clearad: [ added under Appendix |2
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1: /M. 3/PW Doppler, BiCotar Doppler. B/ olor Doppler/PW Doppler. 13/Power Doppler/PW Doppler.
B/Color Doppler/Color M
Note 2; Ineludes imaging for guidance of hiopsy
Note 3: Includes infertilin monitormg of futlicle devetopment
Note 4. Color M-muode
Note 3: For example: thyroid. paratha roid, breast scratum and pems inadott pediattic and neomatal patients
Nate 60 Abdominal ergans and peripheral vessel
Noie 70 Tissue Harmonic Tnsagimge { THT)
Note 8 30 imagnig
Note ¥ Panoramic imaging

Concurrence of CDRIL, Office of Device Evaluation (ODE)
Preseription Use (Per 21 CFR 801.109)

v]ﬁmxz‘/ﬂ L (}?/M’dééﬁ’h
(Division Sign-Off) i
Devision of Reproductive, Abdominal,

i Radiological Devices A
w1 Number A/Z/é/fjé/[




510(k} Premarket Notification ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

System: ACCUVIX XQ ™ Diagnostic Ultrasound System

Transducer: L3-12IM Linear Array

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

Clinical Application Mode of Operation (*includes simultancous B-mode)
General Specific B} M | PWD | CWD Color Combined* Other
{Track I only) (Tracks 1 & Iil) Doppler* {Spec.) (Spec.)

Ophthalmic I Ophthalmic -

Fetal {See Note 3)

Abdominal

Intra-operative (See Nofe 6)

[ntra-operative {Neuro.)

Fetal Imaging | Laparoscopic

& Other Pediatric P P P P Note | Note 2.5, 6.9

Small Organ (See Note 3} P P r P Note 1 Note 2.5, 6.9

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-csoph. (non-Cardiacy

Musculo-skel. (Convent.) I I P I Note ] Note 2.3.0.9

Musculo-skel. (Superlic.) [ P 1 |? Note 1 Note2.3.6.9

[ntra-luminal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Penipheral vessel P P r N Note 1 Now 3.6.9. 10

Vessel Cther {spec.)

N=new indication: P= previously cleared: B- added under Appendix |2
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1. B/M. B/PW Dappler. B/Color Dappler. B/Color Dappler/PW Doppler. B/Tower Doppler/PW Doppler.
BColur Doppler/Color M
Note 2: Includes imaging for guidance of hiopsy
Note 3 lncludes infertility monitering of (alhcle development
Naote -+ Color M-made
Note 3 For example: thareld. parathyroid. breast. serotum and penis i adult pediatric and neonatal patents
Note 6 Abdamingl oreans and peripheral vessel
Note 75 Vlssue Harmonic Iimaging (T
Note 8 31 imaging
Note 9 Panoramic imaging

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

, \/!Ml/c QLM/ZW
{Division Sigh-0Off) Q
“wision of Reproductive, Abdominal,

wen Hadhological Devices 5. — ! /
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510(k) Premarket Notification ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k)} No.:
System: ACCUVIX XQ ™ Diagnostic Ultrasound System
Transducer: L6-12IS Linear Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mede of Operation (*includes simultaneous 3-mode)
General Specific B | M|PWD}|CWD Color Combined* Other
(Track I only) (Tracks I & 111} Doppler* {Spec.) {Spec.)
Ophthatmic | Ophthalmic
Fetal (See Note 3)
Abdominal
Intra-operative {See Note G)
Intra-operative {Neuro.)
Fetal Imaging { Laparoscopic
& Other Pediatric N N N N Note | Note 2, 5,6,9
Small Qrgan (See Note 3) N N N N Note 1 Note 2, 3,6, 9
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.} N N N N Note | Note 2.5.6.9
Musculo-skel. (Superfic.) N N N N Note 1 Nole 2. 5. 6.9
[ntra-lummal
Other (spec.)
Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal (Cardiac)
Other (spec.)
Peripheral Peripheral vessel N N N ' N Note | Now 3.6.9
Vessel Other (spec.}

N= new indication: P= previeusiy cleared: = added under Appendix E
Additional Comments:
Calor Doppler includes Power (Amplitude) Doppler
Note 1+ B/M. B/PW Dappler. B/Colar Doppler. B/ olor Droppler/PW Doppler. B/Pawer Doppler/PW Daoppler.
B/Cotor Doppler/Color M
Note 20 Includes imagiag for guidance ol biopsy
Nate 3 Includes infertilite menitoring of follicle development
Note 4 Color Manode
Note 3 For example: thvroid. parathyreid, breast scrotim and penis in adull. pediatrne and neonatal patients
Note 6 Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Timaging (THD
Note 8: 31 imaging
Note 9 Panoramic imaging

Concurrence of CDRH, Office of Device Evaluation (ODI:)
Prescription Use (Per 21 CFR 86G1.109)
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510({k) Premarket Notification ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510{k) No.:

System: ACCUVIX XQ ™ Diagnostic Ultrasound System

Transducer: .8-151S Linear Array

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

Clinical Application Maode of Qperation (*includes simultaneous B-mode)

General Specific B M | PWD | CWD Color Combined* Other
(Track I only) (Tracks 1 & i) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)

Abdominal

intra-operative (See Note 6)

Intra-operative {Neuro.}

Fetal Imaging | Laparoscopic

& Other Pediatric N N Note | Note 2.5, 6,9

z
z

Small Qrgan (See Note 5) N N N N Note | Note 2,3.6.9

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. {non-Cardiac)

Note 1 Note 2. 5.6, 9

Z
z
z

Musculo-skel {Convent.} N

Note | Note 2.3, 0.9

z
z
z

Musculo-skel. {Superfic.} N

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal {Cardiac)

Other (spec.}

Peripheral Peripheral vessel N N N N Note | Note 5. 6. 9
Vessel Other (spec.)

N= new indication: P= previously cleared: = added under Appendix B
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1 B/M. B/PW Dappler. BiColor Doppler, BAColor Doppler/PW Doppler. B/Power Doppler/PW Daoppler.
I3/Color Doppler/Celor M
Note 2: Includes imaging for guidance of biopsy
Note 3¢ Inctudes infertiliey monitoring of follicle development
Naote 4: Color M-maode
Note 3 For example: thyroid. parathvrotd, breast serotum and penis i adult pediatric and neonatal patients
Note 6: Abdominal organs and peripheral sessel
Note 7: Tissue Harmonie Imaging (11D
Note 8 3D imaging
Note 9 Panormie inging

Concurrence of CDRIL, Office of Device Evaluation (ODE)
Preseription Use (Per 21 CFIR 801.109)

ﬂ/ SRR NEZ V2 e —
{Mrvision Sign-O@)
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510(k) Premarket Notification ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

System: ACCUVIX XQ "™ Diagnostic Ultrasound System

Transducer: MPT4-7A0 Multiplane TEE

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

Clinical Application Mode of Qperation {*includes simultaneous B-mode)
General Specific B [ M| PWD|CWD Coler Combincd* Other
(Track | only) (Tracks [ & I} Doppler* (Spec.) (Spec.)
Ophthalmic |Ophthalmic
Fetal (See Note 3)
Abdominal

Intra-operative (See Note 6}

Intra-operative (Neuro.}

Fetal Imaging | Laparoscopic

& Other Pediatric

Small Organ (See Note 3)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac) N N N N Note | Nate 7. 8

Musculo-skel. (ConvenL)

Musculo-skel. {Superfic)

[ntra-tuminal

Other (spee.)

Cardiac Adult

Cardiac Cardiac Pediatnc
Trans-esophugeal (Cardiac) N N N N Nolte 1 Note 7. §
Other (spec.)
Peripheral Peripheral vessel
Vessel Other (spec.)

N= new indication: P= previously cleared: E= added under Appendix I
Additional Cemments:
Color Doppler neludes Power (Amplitude) Doppler
Note 1+ B/M. B/PW Doppler. B/Color Doppier, B/Color Doppler/PW Doppler, B/Power Doppler/i™W Doppler.
13/Color Doppler’Color M
Note 2; Includes imaging tor puidance of biops
Note 37 Includes infentihinn monitoring of follicle development
Note 4: Color M-mode
Note 3; For example: thyraid. parathvrond. breast. scrotunyand penis i adult pediatrie and peonatal patients
Note 6: Abdonunal organs and penipheral vessel
Nole 7: Tissue Harmonie Image (LHD
Note 83D imaging
Note 9 Panorantc inwaging

Concurrence of CORIL, Office of Device Evaluation {ODL)
Prescription Use (Per 21 CFR 801.109)
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510(k) Premarket Notification ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

System: ACCUVIX XQ ™ Diagnostic Ultrasound System

Transducer: P2-4AC Phased Array

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

Clinical Application Mode of Operation {*includes simultaneous B-mode)
General Specific B M { PWD § CWD Color Combined* Other
(Track [ only) (Tracks [ & 1) Daoppler* (Spec.) {Spec.)

Ophthalmic | Ophthalmic

Fetal (See Note 3)

Abdominal N N N N N Note 1 Notc 4, 7

Intra-operative (See Note Gj

Intra-operative {(Neuro.)

Fetal Imaging | Laparoscopic

& Other Pediatric

Small Organ (See Note 3)

Neonatal Cephalic

Adult Cephalic N N N N N Note 1 Note 4.7

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-eseph. (non-Cardiac)

Musculo-skel. (Cenvent)

[ Musculo-skel. {Superfic)

Intra-luminal

Other (spec.)

Cardiac Adult N N N N N Note 1 Note 4. 7
Cardiac Cardiac Pediatnic N N N o N N Note | Note 4. 7

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel

Vessel Other (spec.)

N=pew indication: P= previously cleared: E= added under Appendix I
Additional Comments:
Color Doppler includes Power {Amplitude) Doppler
Note 11 B/M. B/PW Doppler. BiColor Doppler. B/Color Doppler/PW Doppler. B/Power DoppleriPW Doppler.
B/Color Doppler/Color M
Note 2 [ncludes intaging Tor guidance of biopsy
Note 3- Includes inferttiny momitoring ol follicle development
Nate 4: Color M-miode
Note 5 For example: thyraid, paratliyreid. breast serotuny and penis in adult. pediatne and neonatal patients
Nuote 6 Abdontinal organs and peripheral sessel '
Note 7 Tissue Harmonic huaging {THD
Note 8 3D imaging
Note 9 Panoramic imaging

Concurrence of CDRH, Office of Device Lvaluation (ODE)
Preseription Use (Per 21 CER 801.109)
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510(k) Premarket Notification ACCUVIXXQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

System: ACCUVIX XQ "™ Diagnostic Ultrasound System
Transducer: P3-5AC Phased Array
Intended Use: Diagnostic uitrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Qperation (*includes simultaneous B-mode)
General Specific B M | PWD | CWD Color Combined* Other
(Track [ only) (Tracks I & 1) Doppler* (Spec.) (Spec.)

Ophthalmic | Ophthalmic

Fetal (See Note 3j

Abdominal N N N N N Note | Note 4, 7

Intra-operative (See Note 64

Intra-operative (Neuro.)

Fetal [maging | Laparoscopic

& Other Pediatric

Small Organ (See Note 3)

Neonatal Cephalic

Adult Cephalic N N N N N Note | Note 4.7

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Curdiac)

Muscuto-skel. (Convent )

Musculo-skel. (Superfic)

Intra-luminal

Other {spec.)

Cardiac Adult N | N N N N Note 1 Note 4. 7. 16

Cardiac Cardiac Pediatric N I hN hN Note 1 Note 4, 7. 10

s

Trans-esophageal (Cardiac}

Other (spec.)

Peripheral Peripheral vessel

Vessel Other (spec.)

N= new indication: = previously cleared: E= added under Appendin F
Additional Comments:
Color Duppler includes Power {Amplitude) Doppler
Note [ B/M. B/PW Dappler. B/Color Doppler. B/Color Dappler/PW Doppler, B/Pawer Doppler/PW Doppler,
B/Color DopplerColor M
Note 20 Includes imaging for suidance of opsy
Note 3 Includes infertility monitoring ol felhicie developnment
Note 47 Color M-mode
Note 3¢ For exanmpler thyrowd. parathyroid. breast scrotum and penis n adult, pediatric and neonatal patients
Note 6:; Abdominal organs and peripheral vessel
Note 7: Tissue [Harmonie Imaging (THI
Note 83D imaging,
Note 9 Panoramic imaging

Concurrence of CDRH, Office of Device Evaluation {O1DE)
Prescription Use (Per 21 CIFR 801.109)
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510(k) Premarket Notification ' ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510{k) No.:

System: ACCUVIX XQ ™ Diagnostic Ultrasound System

Transducer: P3-7AC Phased Array

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

Clinical Application Maode of Operation (*includes simultaneous B-mode)
General Specific B M t PWD | CWD Color Combined* Other
{Track I only}) (Tracks [ & [} Doppler* (Spec.) (Spec.)

Ophthalmic I Ophthalmic

Fetal {See Note 3)

Abdominal P P P P P Note 1 Note 4, 7

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging | Laparoscopic

& Other Pediatric P P P p P Note 1 Note 4, 7

Smali Organ (See Note 3)

Neonatal Cephalic

Adult Cephalic P Y I P P Note | Note 4.7

Trans-recial

Trans-vaginal

Trans-urethral

Trans-csoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. {Superfic))

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric I P I [ P Note | Note 4. 7. 10

Trans-csophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel

Vessel Other (spec.)

N= new indication; P= previously cleared: E= added under Appendix 1
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M. B/PW Doppler. BfColor Doppler. B/Color Doppler/PW Doppler. B/Power Doppler/?W Doppler.
BAColor Doppler/Color M
Note 2: [ncludes fmaging for guidance of blopsy
Note 37 Includes inferihite monitering of Toilicle development
Note 4: Calor M-maode
Note 3: For example: thyroid. parathyroid, breast scrotum and penis i adult. pediaine and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonte Imagine (FHID
Note 8§ 3D imaging
Nate 90 Panoramic maging

Concurrence of CDRU, Office of Device Evaluation (ODLE])
Prescription Use (Per 21 CFR 8(1.109)

ﬂvﬂAMWi/C) ?Y’ {42 —
{Division Sign-Off)
Owision of Reproducfive, Abdominal,

T MBS G0/




510(k) Premarket Notification ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

System: ACCUVIX XQ "™ Diagnostic Ultrasound System

Transducer: VAW3-5 Curved Arvay

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

Clinical Application Mode of Operation (*includes simultanecus B-mode)
General Specific B M | PWD | CWD Color Combined* Other
(Track I only) {Tracks [ & [il) Dappler* {Spec.) {Spec.)
Oph[hahnic | Ophthalmic
Fetal (See Note 3) P P P P Note 1 Note 2. 7. 8
Abdominal P P P P Note | Note 2,7, 8

Intra-operative (See Noie 6)

Intra-operative {Newro.)

Fetal Imaging | Laparoscopic

& Other Pediatric P p P P Note 1 Note 2, 7. 8

Small Organ (See Note 3)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-csoph. (non-Cardiac)

Musculo-skel, (Convent)

Musculo-skel. (Supertic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal {Cardiac)

Other (spec.)

Peripheral Peripheral vessel

Vessel Other {spec.)

N= new indication: = previously cleared: E= added under Appendix 12
Additional Comments:
Color Doppier includes Power (Amplitude) Doppler
Note 1: B/M. B/PW Doppler. 8/Color Doppler. BfCulor Doppler/PW Doppler. B/Power Dopplert/PW Doppler.
B/Cotor DopplerColor M
Note 20 Includes imaging for puidance of bropsy
Note 30 Includes infertiline monitoring of tolhicle develepment
Now 1: Color M-mode
Nowe 5 For example: thvroid. parathvrokd breast. serotum and pents in adult. pediatrie and neonatal patients
Note 6 Abdominal organs and peripheral vessel
Note 7 Tissue Harmonic Imaging (THD
Note 8. 31 imagiyg
Note 90 Panoramie imaging

Concurrence of CDRII, Office of Device Evaluation (ODL)
Peescription Use (Per 21 CFR 801.109)
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510¢k) Premarket Notification ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: _
System: ACCUVIX XQ " Diagnostic Ultrasound System
Transducer: VAW4-7 Curved Array

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

Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific B M | PWD | CWD Color Combined* Other
(Track [ only) (Tracks 1 & 111} Doppler* (Spec.) {Spec.)
Ophthalmic || Ophthalmic
Fetal (See Note 3) P P P P Note 1 Note2,. 7.8
Abdominal P p P P Note | Note 2,7, 8

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging Y Laparoscopic

& Other Pediatric P i P p Note 1 Note 2, 7. 8
Small Organ (See ANote 3) P [ p p Note i Note 2,7, 8
Neonatal Cephalic
Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. {Convent.)

Musculo-skel. (Supertic.)

Intra-iuminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

ther {spec.)

Peripheral Peripheral vessel

Vessel Other {spee.)

N= new indication; P= previously cleared: E= added under Appendix B
Additional Comments:
Color Doppler includes Power (Amplitde) Doppler

Note 1: B/M. B/PW Doppler. B/Coler Doppler, B/Color Doppler/T'W Doppler, 13/Power Doppler/PW Daoppler.

B/Color Dappler/Color M
Note 20 Includes imaging for guidance ol bopsy
Note 3: Includes infertiliny monitoring of follicle development
Note 4: Color M-mode

Note 3: For example: thyroid, parathyrond. breast, serotum and peais in adult, pediatric and neonatad pationts

Note 60 Abdominal organs and peripheral vessel
Note 7: Tissue Harmonie Imagme (11D

Note 8 31 imaging,

Note 9 Panorinmic nnaging

Concurrence of CDRH, Office of Device Evaluation (ODE)
Presceription Use (Per 21 CFR 801.109)
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510(k) Premarket Notification ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

516(k) No.:

System: ACCUVIX XQ ™ Diagnostic Ultrasound System

Transducer: VDW35-8 Curved Array

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

Clinical Application Maode of Operation (*includes simultaneous B-mode)
General Specific B M | PWD | CWD Color Combined* Other
{Track { only) (Tracks i & 11I) Doppler* {Spec.) (Spec.)

Ophthalmic |Ophlhalmic

Fetal {See Note 3)

Abdominal

Intra-operative (See Note 6)

Intra-aperative {Neuro.)

IFetal Imaging | Laparoscopic

& Other Pediatric

Small Organ (See Note 3)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal Ik p K p Note 1 Note 2. 8

Trans-urethral P P Ik P Note 1 Note 2, 8

Trans-csoph. {non-Cardiac)

Musculo-skel. (Convent )

Musculo-skel. (Superfic)

[ntra-luminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-csophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel

Vessel Gther (spec.)

N=new indication: = previousiy cleared: 12— added under Appendix 12
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 11 /M. B/PW Doppler. B/Color Doppler. B/Celor Doppler/PW Doppler. 13/Power Doppier/PW Doppler,
B/Colar DoppleriCalor M
Note 20 includes imaging for guidance ol biapsy
Note 3 tncludes inferthitn manitoring of tellicle development
Note 4 Color M-mode
Note 30 For example: thyrond, parathyrond, breast. scrotum and pents i adult, pedirie and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 77 Tissue Hannonie Imagine (THD
Nowe 8. 30 unaging
Note 90 Panoranuc imaging

Concurrence of CDRH, Office of Device Evaluation (ODI )
Prescription Use (IPer 21 CFR 801.109)
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510(k) Premarket Notification ACCUVIX XQ ™ Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

System: ACCUVIX XQ "™ Diagnostic Ultrasound System

Transducer: VINAG-12 Linecar Array

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

Clinical Application Made of Qperation (*includes simultaneous B-mode)
General Specific B M | PWD | CWD Color Combined* Other
{Track I oniy} (Tracks 1 & IlI) Doppler* {Spec.) (Spec.)

Ophthalmic

Ophthalmic

Fetal (See Note 3)

Abdominal

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging | Laparoscopic

& Other Pediatric

Small Qrgan (See Note 5) P p p P Note 1 Note 2, 8

Neaonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. {non-Cardiac)

Musculo-skel. (Convent.) 1 I* P P Note 1 Note 2, 8
Musculo-skel. (Superfic.) [ I P [ Note 1 Note 2. 8
Intra-luminal P p i P Note | Note 2. 8

Other {spec.}

Cardiac Adull

Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel

Vessel Other (spec.)

N=new indication: P= previousty cleared: - added under Appendix [2
Additienai Comments:
Color Doppler inclides Power (Amplitude) Doppler
Note 11 B/M.B/PW Doppler. B/Color Doppler. 8/Colar Doppler/PW Doppler. BiPower Doppler/PW Doppler,
B/Color Doppler/Color M
Nole 2: Includes imaging for guidance of biopsy
Note 3: [ncludes infertubiy montoring of follicle development
Note 4: Color M-mode .
Note 3 For example: thyroid, prraths rord. breast serotnmm and penss i adult pediatrie and neonatal patients
Note 6 Abdominal organs and peripheral vessel
Note 7 Tissue Harimonic Inaging (TH1
Newe 8 31 inwging
Note 90 Panoramte unaging

Concurrence of CDRH, Office of Device Evaluation (ODI:)
Preseription Use (Per 21 CFR 801.109)
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