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510(k) Premarket Notification ACCUVIX XG Disgrostic Ultrasound System

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS FEB 25 230

This summary of safety and effectiveness is provided as part of this Premarket Notification in
compliance with 2} CFR, Part 807, Subpart E, Section 807.92.

1. Submitter’s Information: 21 CFR 807.92(a)(1)

MEDISON CO., LTD.
1003, Daechi-dong, Gangnam-gu,
Seoul 135-280, Korea

Contact Person:
Kyeong-Mi, Park
Regulatory Affairs Manager

Telephone: 822.2194.1373
Facsimile: 32.2.556.9209

Data Prepared: August 12, 2010

2. Name of the device:

Common/Usual Name:

Diagnostic Ultrasound System and Accessories
Proprietary Name:

ACCUVIX XG Diagnostic Ultrasound System

Classification Names: FR Number Product Code
Ultrasonic Pulsed Doppler Imaging System  892.1550 IYN
Ultrasound Pulsed Echo Imaging System  892.1560 YO
Diagnostic Ultrasound Transducer 892.1570 ITX

3. ldentification of the predicate or legally marketed device:

K 101455, EKO 7 Diagnostic Ultrasound System
K092159, ACCUVIX V20 Diagnostic Ultrasound System

310Ck) Summary / Statement Certification AlTACIHEMENT )



510(k) Premarket Notification ACCUVIX XG Ditagnostic Ultrassund System

4. Device Description:

The ACCUVIX XG is a general purpose, mobile, software controlled, diagnostic ultrasound system. Its
function is to acquire ultrasound data and to display the data as B mode, M mode, Color Doppler
imaging, Power Doppler imaging, PW/CW Spectral Doppler mode, Harmonic imaging, Tissue Doppler
imaging, 3D imaging mode (real time 4D imaging mode) or as a combination of these modes. The
ACCUVIX XG also gives the operator the ability to measure anatomical structures and offers analysis
packages that provide information that is used to make a diagnosis by competent health care
professionals. The ACCUVIX XG has real time acoustic output display with two basic indices, a
mechanical index and a thermal index, which are both automatically displayed.

The ACCUVIX XG has been designed to meet the following product safety standards:

- UL 60601-1, Safety requirements for Medical Equipment

CSA C22.2 No. 601.1, Safety requirements for Medical Equipment

IEC60601-2-37, Diagnostic Ultrasound Safety Standards

EN/IEC60601-1, Safety requirements for Medical Equipment

ENAIEC60601-1-2, EMC requirements for Medical Equipment

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

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

- IEC 61157, Declaration of the acoustic output

- 1S010993-1, Biocompatibility

1

5. Intended Uses:

The ACCUVIX XG Diagnostic Ultrasound System and transducers are intended for diagnostic
ultrasound imaging and fluid analysis of the human body.

The clinical applications include: Fetal, Abdominal, intra-operative, Pediatric, Small Organs, Neopatal
Cephalic, Adult Cephalic, Trans-rectal, Trans-vaginal, Muscular-Skeletal (Conventional, Superficial),
Cardiac Adult, Cardiac Pediatric, Periphera! vessel.

6. Technological Characteristics:

The ACCUVIX XG is substantially equivalent to the ACCUVIX V20 Diagnostic Ultrasound System,
cleared via K092159, and the EKO 7 Diagnostic Ultrasound System, cleared via K101455. 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 allow for specialized
measurements of structures and flow, and calculations.

END of 510(K) Summary
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_{C DEPARTMENT OF HEALTH & HUMAN SERVICES Pubtic Health Service

VIO

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20933

Medison Co., Ltd.

% Mr. Mark Job

Responsible Third Party Official FEB 25 oAl
Regulatory Technology Services LLC

1394 25™ Street NW

BUFFALO MN 55313

Re: K103397
Trade/Device Name: ACCUVIX XG Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYO, ITX, and IYN
Dated: February 8, 2011
Received: February 10,2011

Dear Mr. Iob:

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 XG Diagnostic Ultrasound System, as described in your premarket

notification: .
Transducer Model Number
C1-4EC VRS5-9 P2-4BA V5-9
C2-61C. L3-8 P3-8CA V6-12
C4-9/10ED L5-1318 P4-12 CW2.0
ER4-9/10ED LLE5-12 3DC2-6 CW4.0
EV4-9/10ED LS5-13 4-8




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 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

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

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to hitp://www.fda.gov/AboutFDA/CentersQfficessf CDRH/CDRHOffices/ucm115809.him for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(301) 796-6542.

Sincerely Yours, :
Mary Pastel, ScD.
Director

Division of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)



S10¢k) Premarket Notification ACCUVIX XG Diagnostic Ultrasound System

SECTION 1.3
INDICATIONS FOR USE

310(k) Number (if known):

Device Name: ACCUVIX XG Diagnostic Ultrasound System

-Indications-for-lse: : S R ——— - —

The ACCUVIX XG Diagnostic Ultrasound System and transducers are intended for diagnostic uttrasound
imaging and fluid analysis of the human body.
The clinical applications include: Fetal, Abdominal, Intra-operative, Pediatric, Smail Organ, Neonatal Cephalie,

Adult Cephalic, Trans-rectal, Trans-vaginal, Muscular-Skeletal (Conventional, Superficial), Cardiac Adult,
Cardiac Pediatric, Peripheral vessel

f

Prescription Use N AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (O1VD)

. (Divi?on Sign-
Division of adiologicgfﬂ Devices
(e]

Indications for Use Otfice of In Vitro Diagnost. Dovice v
nand Safgfy

§19K%

Section 1.3, page |



310(k) Prerarket Notification

510(k) No.:

i

Device Name: ACCUVIX XG Diagnostic Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as foliows:

ACCUVIX X4 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Clinical Application

Mode of Operation (*includes simultaneous B-mode)

General Specitic 8 M |PWD| CWD Color Combined* Other
{Track | onlv) (Tracks | & i1y Doppler* (Spec.) (Spec.)

Ophthalmic || Ophthalmic
Vetal (See Nore 3) NN N N Note | Motes 2, 7. 8
Abdominal N | N N N N Note { Notes 4, 7
Intra-operative (See Nore 6) N N N N Note { Notes 8,9
Intra-operative (Neuro.) N N N N Note | Notes 8, 9

Fetal Imaging | Lapuroscopic

&  Other Pediatric N | N N N Note | Note 2,5,6,7.8,9, 10
Smail Organ (See Note §) N N N N Nute | Note 2,5,6,7,8,9, 10
Neonatal Cephalic N N N. N Note | Note 2,7, 8,9
Adult Cephalic N N N N N Note | Note 4, 7
‘Irans-rectai N N N N Note | Note 2,7,8, 10
‘I'rans-vaginal N N N N Note | Note 2,7, 8, 10
‘Irans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skeb. (Convent.) N N N N Note | Note 2,5.6,7,8,9,10
Musculo-skel. (Superfic.) N | N N N Note | Note 2,5,6,7.8,9, 160
Intra-luminai
Other (spec.) .
Cardiac Adult N N N N N Note ! Note 4, 7

Cardiac Cardiac Pediatric N N N N N Note | Note 4, 7

‘Trans-esophageal (Cardiac)
Other (spec)

Peripheral Peripheral vessel N | N N N N Note 1 Note 2, 5,6,7.9, 10

- Vessel “Other (spec.) B

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

Additional Comments;
Color Doppler includes Power (Amplitude) Doppler
Note 1: B+M, B+PW, B+C, B+PD, B+CW, B+C+PW, B+PL+PW, B+C+M, Dual B, Dual B+C, Dual B+PD

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infentility monitoring of follicle development
Note 4: Color M-mode

Note 5: Ior example: thyroid, parathyroid, breast, serotum and
Note 6: Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging (FHI)
Nuote 8: 30 imuging

Note 9: Panoramic imaging

Note 10: ElastoScan

penis in adult, pediatric and neonatal patients

Concurrence of CDRIL, Otfice of In Vitro Diagnostic Devices (OIVD)
{'rescription Use (Per 21 CFR 801.109)

Indications for Use

skt O IITF

{Divisjon Sign-Otf)
. Divimien of Aaniclogical Devices
Office of In Vitro Diagnostic Device Evauation and Safety

Section 1.3, page 2




FH(k) Premarket Notification

ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: Ct-4EC for use with ACCUVIX XG

tntended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation (*includes simuitaneous B-mode)

General Speeific Bi M |pPWD| CwDp Color Combined* Other
{Fruck | only) (Tracks | & [11) Doppler* (Spec.) (Spec.)
Ophthalmic || Ophthalmic
Fetal (See Note 3) PP [ P Note | Notes 2, 7.8
Abdominat PP P p Note | Notes 2,7, 8
Intra-operative (See Notw 6)
Intra-operative {Neuro, )
Fetal Imuging Lapargscopic
&  Other Pediatric [ P P Note | Notes 2,7, 8
Small Organ (See Nore 5)
Neonatal Cephalic
Adult Cephalic
‘ITans-rectal

‘ITans-vaginul

“Trans-urethral

‘Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent. )

Musculo-skel. (Supertic.)

Intra-luminal

Other (spec.)

Cardiac Aduit

Cardiag Cardiag Pediatric

‘Irans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel

A-- Vessel Other (spec.)

N=new indication; P= previously cleared by FDA K101455; E= added under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 12 B+M, B+PW, B+C, B+PL, B+CW, B+C+PW, B+PO+PW, B+C+M, Dual B, Dual B+C, Dual B+P0
Note 2; Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicie development
Note 4: Color M-mode
Note 3: For example: thyroid, parathyroid, breast, scrotum and pentis in adult, pediatric and neonatal patients
Note §: Abdominul organs and peripheral vessel
Note 7: Fissue Hurmonic Imaging (I'H1)
Note 8: 31 imaging
Note 9: Panoramic imaging

Concurrence of CDRII, Office of In Vitro Diagnostic Devices {OIVD)
Prescription Use (Per 21 CFR 801.109)

(Divigon: Sign-OH)
Division ot Raamiog:cal Devicss
Office of In Vitio thagnostic Device Evauation and Safety

sk P DD ?'

Indications for Use

Section 1.3, page 3



310{k) Premarket Notitication

510(k) No.:

ACCUVIX XG Diagnostic Utrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Device Name: C2-6IC for use with ACCUVIX XG .
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of O

eration (*includes simultaneous B-mode)

General
(I'rack 1 only)

Specific
(Tracks | & NN

B

M | PWD | CWD

Color
Doppler*

Combined*
{Spee.)

Other
{Spec.)

Ophthatmic

Uphthalmic

Fetal Imaging
&  Other

letal (See Note 3)

Note |

Notes 2, 7, 8

Abdaminal

Note |

Notes 2,7, 8

Intra-operative (See Note 6)

Intra-operative (Neuro,)

Laparoscopic

Pediatric

Note |

Notes 2, 7, 8

Small Organ (See Note 5)

Neonatat Cephulic

Adult Cephalic

I'rans-recta)

Irans-vaginal

‘I'rans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac

Cardize Adult

Cardiac Pediatric

Trans-esophageal (Cardiue)

Other {spec.)

Peripheral
- Vessel

Peripheral vesset

Other (spec.)

N=new indication; P= previousty cleared by FDA K092159; E= added under Appendix £
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1; B+M, B+PW, B+, B+PD, B+CW, B+C+PW, B+PIHPW, B+C+M, Dual B, Dual B+C, Dual B+PD

Note 2: Includes imaging for guidance of biopsy

Note 3 Includes intertitity monitoring of follicle development
Note 4: Color M-mode

Note 5: For exampie: thyroid, parathyroid, breast; serotunt and penis in adult, pediatric und neonatal patients

Nute 6: Abduminal organs und peripheral vessel

Mute 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRIL Office of In Vitro Diagnostic Devices (OIV D)
Prescription Use (Per 21 CFR 801.109)

P, S fRtS

{Divisio;ﬁign-om

Indications for Use

Division of Radicl

ogrcal Devices

Office of In Vitro Diagnosuc Device Evaiuation and Safaty

510K 19}3??’

Section 1.3, page 4



310O(k) Premarket Notification

510(k) No.:

Device Name: C4-9/10ED for use with ACCUVIX XG

ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

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

Clinical Application

Mode of O

eration (*includes simultaneous B-mode)

General
(I'rack | only)

Specific
{Vracks | & (L1}

it}

M

PWD

CwD

Color
Doppler*

Combined*
(Spec.}

Other
(Spec.)

Ophthatmic

Ophthalmic

Fetal fSee Note 3) PP p P

Note |
Abdominal plp P P

Note 1

Notes 2,7, 8
Notes 2,7, 8

Intra-operative (See Note 6)
Intra-operative (Neuro.)
Laparoscopic

Fetal Imuging
& Other

Pediatric Pl P P P Note |

Smatl Organ (See Note 5} P P P P Note 1
Neonatal Cephilic Pl P p P Note |
Adult Cephalic
‘Frans-rectal

Notes 2,7, 8
Notes 2,7, 8
Notes 2,7, 8

‘Fruns-vaginat

‘Irans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal

Other (spec.)

Cardizc Aduh

Cardiac Pediatric
‘Trans-esophageat (Cardiac)
Other (spec.)

Cardiac

Peripherul
Vessel

Peripheral vessel Pl P P P
Other (spec.)

Note | Notes 2,7, 8

N=new indication;, P= previously cleared by FDA K92159; E= gedded under Appendix E
Additional Comments:
Color Doppler includes Power ( Amplitude) Doppler
Note |7 B+M, B+PW, B+C, B+PD, BHCW, B+C+PW, B+PD+PW, B+C+M, Dual B, Dual B+C, Dual B+PD
Note 2: Includes imaging for guidunce of biopsy .
Note 3: Includes infertility monitoring of folticle develupment
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediztric and neonatal patients
Note 6: Abduminal organs und peripheral vesset
Note 7: issue Harmonic Imaging (TH1)
Note 8: 30 imaging
Note 9: Panoramic imaging

Concurrence of CDREI, Office of In Vitro Diagnostic Devices (OIvD)
Prescription Use (Per 21 CFR 801.109)

Division ot Radiclogicay Davices
Office of In Vitro Diagnosuc Device Evaluation and Safety

Indications for Use Section 1.3, page 5

s R22T 2




310{k) Premarket Notification

ACCUVIX XU Diagnostic Ultrasound Systemn

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510¢k) No.:

Device Name: ER4-9/10ED for use with ACCUVIX XG

“Intended Use: Diagnostic ultrasound ima

ging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation (*includes simultaneous B-mode)

General
{T'rack | onlv)

Specific
(Uracks | & It

B

M [ PWD | CwD

Color
Doppler*

Combined*
(Spec.)

Other
{Spec.)

Ophthalmic }

Ophthalmic

Fetal (See Noe 3)

Abdominat

lntru-operative (See Now 6)

Inttra-operative (Neuru,)

Fetal Imaging

Laparoscopic

&  Other

Pediutric

Small Organ {See Nute 5)

Neonatal Cephalic

Adult Cephalic

Trung-rectal

Note |

Note 2,7, 8

‘Trans-vaginal

Note |

Note 2,7, 8

Trans-urethral

‘Frans-¢soph. (non-Cardiac)

Musculo-skel. {Convent.)

Musculo-sket. (Superfic.)

Intra-luminal

Other (spec)

Cuardiac Adult

Cardiac

Cardiac Pediatric

I'Tans-esophageal (Cardiac)

Other (spec.)

Peripheral

Periphersl vessel

- Vessel

Other (spec.}

N= new indication; P= previously cleared by FDA K092159; E=

Additional Comments:
Color Doppler includes Power (Amplitude) Doppler

Note 1: B+M, B+PW, B+C, B+PD, B+CW, B+(+PW
Note 2; Includes imaging for guidance of biopsy

Note 3: Includes infenility monitoring of follicle develupment
Note 4: Color M-mode

Note 5: For example: thyroid, parathvroid, breast. scrotem and
Note 6: Abdominal organs and peripheral vessel

Naote 7: Tissue Harmonic Imaging (IHI)
Note 8: 30 imaging
Note 9: Panoramic imaging

added under Appendix E

. B+PD+PW, BHC+M, Dual B, Dual B+C, Dual B+PD

penis in adult, pediatric and neonutal patients

Concurrence of CDRIL, Otfice of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 80,109}

S fa/

(Diysion Sign-Off)

Indications for Use

Oivision of Racivtogreet Devicws

\

Oftice of In Virro Diagricsue Sevice Evauation and Sefaty

skl ). 3 9 T

Section 1.3, puge 6



310(ky Premarket Notification

510(k) No.:

ACCUVIX X Dragnestic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Device Name: EV4-9/10ED for use with ACCUVIX XG.
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
{Track | only)

Specitic
(lracks | & 1)

B

M [ PWD | CWD

Color
Doppler®

Combined*
(Spec.)

Other
{Spec.)

Ophthalmig

Ophthutmic

Fetal Imaging
&  Other

Fetal (See Now 3)

Abdominal

intru~operative (See Note 6)

Intra-operative (Neuro.}

Laparoscopic

Pediatric

Small Organ (See Norte 3)

Neonatal Cephatic

-§ Adult Cephalic

Trans-rectal

Note |

Note 2, 7,8

Trans-vaginal

Note |

Note 2,7, 8

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-sket. (Convent.)

Musculo-skel. (Superfic.)

Iatra-tuminal

Other (spec.)

Cardiac

Cardiuac Aduit

Cardiac Pediatnic

Trans-esophageal (Cardiac)

Cther (spec.)

Peripheral
Viessef

Peripheral vessel

Other {spec.)

N=new indication; P= previously cleared by FDA K092159; £=

Additional Comments:
Color Doppler includes Power { Amplitude) Doppler
Note [: B+M, B+PW, B+C, B+PD, B+UW, B+C+PW, B+PD+PW, B+C+M, Dual B, [Jual B+C, Dual B+PD

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infertitity monitoring of follicte development
Note 4: Color M-mode

Note 5: ['or example: thyroid, parathyroid, breast, scrotum and
Nolte 6: Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging (THI)
Note 8: 30 imaging
Note 9: Panoramic imaging

added under Appendix E

penis in udult, pediatric and neonatal patients

Concurrence of CORIL Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

Indications for Use

(Diviglon Sign-Oify
Divison of Aagigiogieal Devices

OfMoa of In Vitre Diagrioste Device Evaluation and Safaty

sk AD3I29F

Section 1.3, page 7



S10(K) Premaricet Notification

510(k) No.:

ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Device Name: VR5-9 for use with ACCUVIX XG
ing or fluid flow analysis of the human body as follows:

Intended Use: Diagnostic ultrasound ima

Chinical Application

Mode of Operation (*includes simuitaneous B-mode)

General
{lrack | only)

Specific
{lracks | & FHI)

B| ™M |PWD{ CwWD

Color
Doppler*

Combined*
(Spec.)

Other
(Spec.}

Ophthatimic

Ophthalmic

Fetal lmaging
& Other

Fetal {See Now 3)

Abdominal

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Lapargscopic

Pediatric

Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Note |

Note2, 7,8, 10

Trans-vaginal

Note |

Note 2, 7,8, 10

‘Trans-urethral

Trans-esoph, (non-Cardiac)

Musculo-skel. (Convent.}

Musculo-skel. (Supertic,}

Intra-luminal

Onher (spec.)

Cardiac

Cardiac Aduh

Cardiuc Pediatric

‘Truns-esophageal {Cardiac)

Other (spec.)

Periphersl
Vessel

Peripheral vessel

Other (spee.)

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

Additional Comments:
Cotor Doppler includes Power (Amplitude} Doppler

Note I: B+M, B+PW, B+C, B+PD, B+CW, B+C+PW,
Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infenility monitaring of follicle development
Note 4: Color M-muode

Nute 3: Ior example: thyroid. parathyroid. breast, scrotum and
Note 6: Abdominal organs and peripheral vessel

Note 7: "Tissue Harmonic fmaging (YHI)
Note 8 3D -imaging

Note 9: Panoramic imaging

Note18: ElastoScan

. B+PL+PW, B+C+M, Dual B, Dual B+C, Dual B+PD

penis in adult, pediatric and neonatal patients

Concurrence of CDRIL, Office of In Vitro Diagrostic Devices (QIVD)

Indications for Use

Preseription Use (er 21 CFR 801.109)

S/ttt

{Divigibn Sign-Off

Division of Radictogics Devices

510K (023 E’q’

Office of In Vitre Diagnasuc Device Evanation and Safety

Section 1.3, page 8



5 10¢k) Premarket Notification ACCUVIX XG Disgnostic Ultrssound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: L3-8 for use with ACCUVIX XG :
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinicat Application Mode of Operation (*includes simuttaneous B-mode)
General Specific B M]|PWD]| CwWD Color Combined* Other
{I'ruck Fonly) {Tracks | & It Boppler* (Spec.) {Spec.)
Ophthalmic I Ophthatinic

lFetal fSee Mow 3)
Abdominal

Intra-operutive (See Note 6)

Imra-operative (Newro.)

Fetwl Imaging Laparoscopic

& Other Pediatric P P P Notz | Note 2,5,6,7.9

Small Organ (See Nore 5) P P p P Note | Mote 2, 5.6, 7,9
Neonatal Cephalic
Adult Cephalic
Trans-rectal

Trans-vaginal

Trans-uretheal
Trans-gsoph. (non-Cardiuc)
Musculo-skel. {Convent.) P p

Mote 1 MNote 2,5,6,7,9
Note 1 Note 2,5,6,7,9

Musculo-skel, (Superfic.) P p p P

Intra-tuminal

Other (spec.)

Cardiac Adult
Cardiac Cardiuc Pedtatric

Trans-esophagesd (Cardiac)
Other {spec.)

Peripheral Peripheral vessel P P p P

Note | Note 2,5,6,7,9
Vessel Otler {spec.)

N=new indication; P= previously cleared by FDA K 101455; E= added under Appendix E
Additional Comments:
Color Doppter includes Power { Amplitude) Doppler
Note 1: B+M, B+PW, B+(, B+PD, B+CW, B+CHPW, B+PL+PW, B+C+M, Dual B, Dual B+C, Dual B+PD
Note 2: Includes imaging for guidunce of biopsy
Note 3: Includes infertility monitoring of folticle development
Note 4: Color M-mode
Note 5: IFor example: thyroid, parathvroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdomiral organs and peripheral vessel
Note 7: Tissue Hurmonic maging (FHI)
Note 8 3D imaging
Note 92 Panoramic imaging

Coneurrence of CDRIL Office of In Vitro Diagnostic Devices (OIvVD)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Division of Aadiclogices Devices Section 1.3, page 9

Offieo of In Vitre Diagnostic Dewce Evatuation and Safety

sox ol 03 392




5HO(K) Premarket Notification ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

310(k) No.:
Device Name: L3-13IS for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinscal Application Mode of Operation {(*includes simultaneous B-mode)
General Sperific B M|PWD[ CWD Color Combined* Other
¢ rack 1 onlv) {fracks | & 1) Doppler* (Spec.) {Spec.)
Ophthalmic || Ophthatmic

etal (See Nowe 3}
Abdominal

Intra-operative (See Note 6)
Intra-operative (Neuro.)

Fetal lmaging Laparoscopic

& Other Pediutric ] P
Small Organ (See Note 5} [ P
Neonatal Cephalic
Adult Cephalic
Arans-rectal

P Note { Note2,5,6,7,9,10
I Note | Note 2,5,6,7,9, 10

Trums-vaginal

‘Trung-urethral

Trans-esoph. (non-Cardiac)

Musculo-skef. (Convent.) p p p P Note | Note 2,5,6,2,9, {0

Note | Note 2,5,6,7.9, 10

Musculo-skel. (Superfic.) Pl P P P

Intra-fuminal

Other (spec.)

Cardiue Adult

Cardiac Cardiac Pediatric
Trans-esophageal (Cardiac)
Cther (spec.)

Peripheral Peripheral vessel P p P P

Note | Note 2,5,6,7,9, 10
Vessel Other (spec.)

N=new indication; P= previously cleared by FDA K0Y2159; E= added under Appendix E
Additional Comments:

Color Doppler includes Power {Amplitude) Doppler

Note |: B+M, B+PW, B+C, B4+PD, B+CW, BHC+PW, B+PO+PW, B+C+M, Dual B, DBual B+C, Dual B+PD

Note 2: Includes imaging for guidance of biopsy

Note 3: tncludes infertility monitoring of follicle development

Note 4: Color M-mede

Note 3: Tor example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients

Note 62 Abdominal organs and peripheral vesset

Note 7: Tissue Hurmonic Inaging (YHI)

Note 8: 3D imaging

Note 9: Panoramic imaging

Notel0: LlastoScan

Concurrence of CDREE, Oftice of In Vitre Diagnostic Devices (QIVD)
Prescription Use (Per 21 CFR 801.109)

[ndications for Use Divisign of Rédiologcal Devicas
ndreations for U Offton of In Vitro Diagnostic Device Evaiuation and Safety

510K [03??—?’

Section 1.3, page 10




SHOLK) Premarket Notifteation ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: LF5-12 for use with ACCUVIX XG
intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinicat Application Mude of Operation (*includes simultaneous B-mode}
General Specific Bl MI|PWD[ CWD Color Combined* Other
(Frack T only) (Vracks | & HD) Doppler* {Spec.) {Spec.)
Ophthalmic Ophthalmic ’

Fetal fSee Nowe 3)
Abdominal

Intra-operative (See Note 6)
Intra-operative (Neuro. )

Fetal Imaging Laparoscopic
&  Other Pediatric Pl p P

P Note | Now2,5,6.7.9, 10
Small Organ (See Nore 5) Pl P P I Note | Note 2,5,6,7,9, 10

Neonatal Cephalic
Adult Cephalic
Trans-rectat

Frans-vaginal

Trans-urethral

Trans-esoph, (non-Cardiac)
Musculo-skel. (Convent.) P P P P

MNote 1 Note 2,5,6,7,9, 10
Note | Note2,5,6,7,9,. 10

Musculo-skel. (Superfic.) P P p P

Intra-luminal

Other (spec.)

Cardiac Adult

Cardige Cardtac Pediatric
‘Frans-esophageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel [ P p P

Note | Nole 2,5.6,7,9, 10
Vessel Other (spee.)

N= new indication; P= previously cleared by FDA K092159; E= zdded under Appendix E
Additional Comments;
Color Doppler includes Power (Amplitude) Doppler
Note I: B+M, B+PW, B+C, B+PD, B+Cw, BHCHPW, BHPD+PW, B+C+M, Dual B, Duat B+C, Dual B+PD
Note 2: Includes imaging for guidance of biopsy
Mote 3; Includes infertility monitoring of follicle development
Note 4: Celor M-mode
Note 3: For example: thyroid, purathyroid, breast, scrotum and penis in adult, pediatric und neonatal patients
Note 6: Abdominal organs and peripheral vessel
-Note 7: Tissue Harmonic Imaging (IHI
Note 8. 3D imaging
Note 9: Panoramic imaging
Notel0: LlastoScan

Concurrence of CDRIL Office of In Vitro Diagnostic Devices (Q1VD)
Prescription Use (Per 21 CFR 801.109)

L ' ivision/Sign. Off) .
Indications for Use Division of Radiological Devices Section 1.3, page [
Office of In Vitro Diagnicstic Davies Evaluation and Safety

sk LO3XTF




3H0(k) Premurket Notification ACCUVIX XU Diagnostic Ultraseund System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: LS5-13 for use with ACCUVIX XG

Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as foliows:
Clinical Application Muode of Operation (*includes simultaneous B-mode)
General Specific B M{PWD]| CWD Color Combined* Other
{Track [only) {lracks | & I11) Doppler* {Spec.) (Spec.)
Ophiliaimic || Ophthatmic
Fetal (See Note 3)
Abdominal
Intra-operative (See Now 6} p I P P Note 1 Note 8,9
Intra-operative (Neuro. ) P[P P . P Note | Note 8.9
Fetal Imaging Laparoscopic
&  Other Pediatric [ ] Note | Note 8,9
Small Organ (See Note 5) Note | Note 8, 9
Neonatal Cephalic B P Note | Note 8, 9
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph, (non-Cardiag)
Musculo-skel. (Convent.) P P p Note 1 Note 8,9
Musculg-skel. (Superfic,) Pt P Note | Note 8,9
-Intra-luminal
Other (spec.)
Cardize Adult
Cardiae Cardize Pediatric
‘Irans-esophagea! (Cardiae)
Other (spec.)
Peripheral Peripheral vessel PP P P Note | Note 5, 6,9
Vessel Other (spec.)

N=new indication; P= previously cleared by FDA K093849; E= added under Appendix E
Additional Comments:
Colur Doppler includes Power (Amplitude) Doppler
Note 1 B+M, B+PW, B+{, B+PD, B+CW, BHO+HPW, B+PIHPW, B+C+M, Dual B, Dual B+C, Dual B+PL
Note 2! Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: Far example: thyroid, parathyroid, breast, serotum and penis in adult, pediatric and neonatal patients
Note 6 Abdominat organs und peripheral veysel
Naote 7; Tissue Hanmonic Inaging (THI
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRII, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

m 5477

{Divigibn Sign-Otfy ‘
Indications for Use Division of Radiological Devices
Office of in Vitro Dhagnostic Dewce Evaluation and Safety

sox (0337 F

Section 1.3, page 12




310(k) Premarket Notitication ACCUVIX X Diagnostic Ultrasound Systém

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: P2-4BA for use with ACCUVIX XG
intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation {*includes simubtaneous 13-mode)
CGeneral Specific Bl M|]PWD]| CWD Color Combined* Other
(l'rack 1 only) {Tracks | & [15} Doppler* {Spec.) (Spee.)
Ophthalmic T Uphthalmic

letal {See Mote 3)
Abdominal Pl p P P p
Intra-operative (See Nowe 6)
Intra-operative (Neuro. )
Fetal imaging Laparoscopic

&  Other Pediatric
Smalt Organ {See Note 5)
Neonatal Cephalic
Adult Cephalic Pl p P P P

Note | Note 4,7

Note 1 Note 4,7

Trans-rectal

‘Truns-vaginal

Trans-urethrat

‘Trans-gsoph. (ron-Cardiac)
Musculo-skel. (Convent)
Musculo-skeld. {Superfic )

Intra-tuminal
Other (spec.)

Cardiac Adult pl e P p P
Cardiuc Cardiuc Pediatric N P P P
‘Trans-esophageal (Cardiac)
Other (spec.)

Note § Note 4,7
Note 1 Note 4,7

Peripheral Peripheral vessel
Vessel Other (spec.)

N= new indication; P= previously cleared by FDA K092 15%; E= added under Appendix E
Additional Comments:

Coler Deppler includes Power (Amplitude} Doppler

- Note | B+M, B+PW, B+C, B+PD), BHCW, B+HC+PW, B+PIHPW, B+C+M, Dual B, Dugl B+C, Dual B+PD

Note 2. Includes imaging for guidance of biopsy :

Note 31 Includes intertility monitoring of follicle devetopment

Note 4: Color M-mode

Note 3: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients

Note 6: Abdominal organs and peripheral vesset

Nate 7: Fissue Harmonic Imaging (THI)

Note B: 3D imaging

Note 9: Panoramic imaging

Concurrence of CORIL, Office of In Vitro Diagnostic Devices (OIVD)
Preseription Use (Per 21 CFR 80E.109)

B Sign-Otf)
Indications for Us Oivision of Raciiogicar Devices
ndications for Use Office ot in Viro Dragnostc Device Evaiuation and Sefety

soxLD339 7

Section 1.3, page 13




3t0O(k) Premarket Notitieation

510¢k) No.:

ACCUVIX XU Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Device Name: P3-8CA for use with ACCUVIX XG
ing or fluid flow analysis of the human body as follows:

Intended Use: Diagnostic ultrasound ima

Clinical Application

Mode of Operation {*includes simultaneous 3-mode)

General
{I'rack tonly)

Specific
{Iracks | & )

[F]

M| PWD | CwD

Color
Doppler*

Combined?*
{Spee.)

Other
{Spec.)

Ophthalmic

Ophthalmic

Fetal lmaging
& Other

Fetal (See Notwe 3)

Abdominal

Note

Note 4, 7

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Laparoscupic

Pedintric

Small Organ (Sew Nore 3)

Neonatal Cephalic

Adult Cephalic

Note |

Note 4, 7

Trans-rectal

Trans-vaginal

Trans-urethra!

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Supertic.)

Intra-luminal -

Other (spec.)

Cardiac

Cardiac Adult

Note 1

Note 4, 7

Cardiac Pediatric

MNuote |

Note 4, 7

Trans-csophageal {Cardiac)

Other (spec.)

Peripheral
Vesset

Peripheral vesse!

Other (spec.)

N= new indication; P= previously cleared by FDA K09215%; E= added under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note |1 B+M, B+PW, B+C, B+PD, B+CW, B+C+PW, B+PO+PW, B+C+M, Dual B, Dual B+C, Dual B+PD

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes intertility monitaring of follicle development
Note 4; Color M-mode

Note 5: For example: thyroid, parathyroid, breast, serotum and
Note 6: Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging (THI)
Note §: 30 imaging
Note 9: Panoramic imaging

penis in adull, pediatric and neonatal patients

Concurrence of CDRII, Oftice of In Vitro Diagnostic Devices (OI1VD)
Prescription Use (Per 21 CFR 801.109)

Yo, S ot

Indications tor Use

(Divist

Sign-Off)
Division of RAdwtogices Oevices

Office of In Vitro Diagnosuc Device Evaiuation and Safety

sk L0229

Section 1.3, page 14



S1HMK) Premarket Notitication

ACCUVYIX XG Diagnostic Ubtrasound Systein

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: P4-12 for use with ACCUVIX XG

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 BiM|PWD] CWwD Color Combined*
{Frack 1 onlv) i racks | & 11D Doppler* (Spec.)

Other

Ophthaimic IUphthalmic

(Spec.)

Fetal (See Note 3)

Abdominal p P p P p Note |

Note 4, 7

Intra-operative (See Nowe 6)

Intra-operative {Neuro.)

Fetal Imaging Laparoscopic

&  Other Pediatric P P P P P Note 1

Note 4, 7

Small Organ (See Note 51

Neonatal Cephatic PFEP P p p Note {

Note 4, 7

Adult Cephalic P P P p P Note |

Note 4, 7

Trans-rectal

Trans-vaginal

‘Frans-urethrat

Trans-gsoph. (non-Cardisc)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.}

Intra-luminal

Other (spec.)

Cardiac Adult P P P P p Note 1

Note 4,7

Cardiae Cardiac Pediatric P P p P P Note 1 -

Note 4,7

Trans-esophageat (Cardiuc)

Other (spec.)

Peripheral Periplieral vessel

Vessel Other (spec.)

N=new indication; P= previously cleared by FDA K 101453; E= added under Appendix £
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note |1 B+M, B+PW, B+, B+PD, B+CW, B+C+PW, B+PD+PW, B+C+M, Dual B, Dual B+C, Dual B+PD
Note 2: Includes imaging for guidance of biopsy
Note 3: includes infertility monitoring of follicle developmemt
Note 4: Color M-mode
Note 3: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6; Abdominal orgins and peripheral vessel
Note 7; Tissue Harmonic Emaging (TH{)
Note 8: 3D imaging
Nute 9: Panoramic imaging

Concurvence of CORII, Office of In Vitro Diagﬁustic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

{Divisign Sign-Oth
. Division of Rautciogcal Devices
Indications for Use Office of In Vitro Diagnostic Device Evaiuation and Safaty

sk D229 P

Section 1.3, page 15



S10(k) Premarket Notitication

ACCUVIX XG Diggnostic Ulirasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

Device Name: 3DC2-6 for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Chinical Application

Mode of Operation (*includes simultaneous B-mode)

General
(track | onlv)

Specific
(Fracks | & IED)

B

M

PWD

CwD

Color
Doppler®

Combined*
{Spec,)

Other
{Spec.)

Ophthalmic

Ophthalwic

Fetut limaging
&  Other

letal {See Note 3)

Note |

Note 2, 7, 8

Abdominat

Note |

Note 2,7, 8

Intru-operative (See Nore 6}

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Note |

Now 2,7, 8

Small Organ (See Note 5}

Neonataf Cephatic

Adult Cephalic

‘Frans-rectal

‘Trans-vaginal

Trans-urethral

‘Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Museuto-skel. {Superfic.)

Intra-luminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiae Pediatric

Trans-esophageal (Cardiac)

Other {spec))

Peripherl
Vessel

Peripheral vessel

Other (spec.)

N=new indication; P= previously cleared by FDA K093714; E= added ender Appendix E
Additional Comments:

Color Doppler includes Power { Amplitude) Doppler

Note 12 B+M, B+PW, B+C, B+PLY, B+CW, B+C+PW, BHPDHPW, B+HC+M, Dual B, Dual B+C, Dual B+PD
Note 2: Inciudes imuging tor puidance of biopsy

Note 3: Includes infertitity monitoring of follicle development

Note 4: Color M-mode

Note 5: For example: thyroid, parathvroid, breast, scrotum and penis in adult, pediatric and neonutal patients
Note 6: Abdominal grgans and peripheral vessel

Note 7: Tissue Harmonic lmaging (FHI)

Note 8: 31 imaging

Note 9 Panoramic imaging

Indications tor Use

Concurrence of CORIL, Office of In Vitro Diagnostic Devices (O1VD)
Prescription Use (Per 21 CFR 201, 109)

Division of Hediclogicar Davices
Office of In Vire Diagnoste Oavice Evaluation and Safety

B10K L0339

Section 1.3, page 16



SH)k) Premarket Notifieation

ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510¢k) No.:
- Device Name: V4-8 for use with ACCUVIX XG

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

_Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specitic BI{M|[PWD] CWD Color Combined* Other
(Track | onlv) {Tracks 1 & 11} Doppler* (Spec.) {Spec.)
Ophthalmic | Ophthalmic
FFetal (See Note 3) P P P p Note | Note 2,7, 8
Abdominal I P p Note 1 Note 2,7,8
Intra-vperative (See Nore 6)
Intra-operative (Newro.)
Fetat Imaging Laparoscopic
& Other Pediutric Piep P P Note 1 Note2,7,8

Small Organ (See Note §)

Neonatal Cephalic

Adult Cephalic

“l'rans-rectal

‘Trans-vaginal

‘Trans-urethral

“frans-esoph. (non-Cardiac)

Muscuo-skel. (Convent.)

Musculo-skel. (Supertic,)

Entra-luminal

Other (spec.) :

Cardigc Adult

Cardiac Cardiac Pediatric

Irans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel

Vessel Other (spec.)

N= new indication; P= previously cleared by FDA K09215%; E= added under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitude) Duppler
Note |: B+M, B+PW, B+C, B+PD, B+CW, B+C+PW, B+PD+PW, B+C+M, Dual B, Dual B+C, Dual B+PL
Note 2: tncludes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 3: or example: thyroid, parathyruid, breast, scrotuns and penis in aduit, pediatric and neonatat patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic lmaging (FHI)
Note 8: 31 imaging
Note Y Panoramic imaging

Concurrence of CDRUY, Office of In Vitro Diagnostic Devices {OIVD)
Prescription Use (Per 21 CFR 801.109)

Indications for Use :
Office of In Vitro Diagnustc Dewce Evaiuation and Sefety

sk L3 TF

Section 1.3, page |7



510(k) Premarket Notification ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510¢k) No.:
Device Name: V5-9 for use with ACCUVIX XG

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Operation {*includes simultaneous 3-mode}
General Speciftic B M/[PWD| CWwD Color Combined* OCther
{Frack L only) (I'racks | & 15) Loppler* (Spet.} {Spec.)
Ophthalmic Ophthalmic
Fetal (See Note 3)
Abdominat
Intra-vperative (See Note 6)
Intra-operative (Neuro.)
Fetal Imaging Laparoscopic
& Other Pediatric
Small Organ (See Nowe 3)
Neonatal Cephalic
Adult Cephalie
Transrectal P P B P Note | Note 2,7, 8
Trans-vaginal Ploe P P Note | : Note 2,7, 8
‘lrans-urethral
Trans<soph. (non-Cardiag)
Musculo-skel, (Convent.)
Musculo-skel. (Supertic.)
Intra-luminal
Other {spec.)
Cardia: Adult
Cardiac Cardiac Pediatric
“Trans-esophageal (Cardiac)
Other (spec.)
Peripheral Peripheral vesset
Vessel Other (spee.)
N=new indication; P= previcusly cleared by FDA K09Y215%; E= added under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Nute |: B+M, B+PW, B+C, B+PD, B+CW, B+CHPW, BHPD+HPW, BHC+M, Duat B, Dual B+C, Dual B+PD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Nute 5: For example: thyroid, parathyroid, breast, seroturn and penis in adult, pediatric and neonata! patients
Note 6: Abdomingl organs and peripherat vessel
Nete 7: Tissue Harmonic Imaging (THI)
Note 8: 31 imaging
Nute 9: Panoramic imaging
Concurrence of CORIL, Office of In Vitro Diggnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)
Indications for Use Division of Raciciogical Davices Section 1.3, page |18

Office of In Vitro Diagnosuc Device Evaiuation and Safety

s1ok— LR 39 %




1K) Premarket Notification

510(k} No.:

Device Name: V6-12 for use with ACCUVIX XG :
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

ACCUVIX XG iagnostic Uitrusound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Clinical Application

Mode of O

eration (*includes simultaneous B-mode)

Genera!
{Irack | only)

Specific
{Tracks i & H1)

£]

M | PWD [ CWD

Colur
Doppler*

Combined*
(Spec.)

Other
{Spec.)

Ophthatmic

Ophthaimic

Fetal imaging
& Other

betal (See Nore 3)

Abdominal

Intra-operative (See Nore 6)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

])

Note |

Note 2,5,6,7.9

Small Organ (See Mo 3)

Notg |

Note 2,5,6, 7,9

Neonatal Cephalic

Adult Cephulic

‘Trans-rectal

‘Trans-vaginal

‘Frans-urethral

‘Frans-esoph. (non-Cardiac)

Musculo-skel, {(Convent.)

Note |

Note 2,5.6,7,9

Musculo-skel. {Supertic,)

Note [

Notwe 2,5,6,7,9

Intra-luminal

Other (spec.)

Cardiuae

Cardiac Adult

Cardiac Pediatric

‘Trans-esophageal (Cardinc)

Other (spec.)

Peripheral
Vessel

Peripheral vessel

Note |

Note 5,6,7,9

Other (spec.)

N=new indication; P= previously cleared by FDA K09215%; E= added under Appendix E
Additional Comments:

Color Dopplef includes Power (Amplitude) Doppler

Note 1: B+M, B+PW, B+C, B+PD, B+CW, BHC+PW, B+PD+PW, B+C+M, Dual B, Dual B+C, Dual B+PD

Note 2: Includes imuging for guidance of biopsy

Note 3: ncludes infertility monitoring of fullicle development
MNote 4: Cotor M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult., pediatric and neonatal patients

Note 6: Abdominat organs and peripheral vessel

Note 7; Tissue Harmonie Imaging (IHD
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRIL, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

Indications for Use

sk L 33T

Sign-Offy
Divisien ot Hagiclogical Devices
Office of In Vitra Diagnosue Device Evaluation and Safety

Section 1.3, page 19



3 10¢k) Premarket Notification ACCUVIX XG Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: CW2.0 for use with ACCUVIX XG
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mude of Operation {*includes simultancous B-mode)
General Specific | M |PWD| CWD Color Combined® Other
(Track | only) {Tracks [ & [H) Doppler* {Spee.) {Spec. )
Ophthalmic Ophthalmic

letal (See Note 3}
Abdominal

intra-uperative (See Notwe 6)
Intra-uperative (Neuoro. )

Fetal bmaging Laparoscopic

& Other Pediatric
Small Organ (See Nore 5)
Neonatal Cephadic
Adult Cephalic p
‘Trans-rectal

‘Trans-vaginal

Trans-urethral

‘Trans-esoph. (non-Cardiac)

Muscule-skel. {Convent.)

Musculo-skel. (Supertic.)

intra-luminal
Other (spec.) .
Cardiac Adult P
Cardiuc Cardiac Pediatric P

Trans-esophageat (Cardiac)
Other {spec.)

Peripheral Peripheral vessel p
Vessel Other (spec.)

N= new indication; P= previously cleared by FDA K092159; £= added under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note |: B+M, B+PW, B+(, B+PL, B+CW, B+U+PW, B+PD+PW, B+C+M, Dual B, Dual B+C, Dual B+PD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of foflicle development
Note 4: Color M-mode
Note 5. l'or example: thyroid, paruthyroid, breast, scrotuin and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (TH{)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRII, Office of In Vitro Diagnostic Devices (O1VD)
Prescription Use {(Per 21 CFR 801.109)

“{DiAsion SigrvOfﬂDe o
ivision it Radivingical Dewvice ..
o6 of In Vﬁr‘;’g‘agmsﬁc Dovice Evaluation and Safety Section 1.3, page 20

(D339 F

Indications tor Use

510



510tk) Premarket Notitication

ACCUVIX XU Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: CW4.0 for use with ACCUVIX XG

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

Clinical Application Mude of Operation (*includes simultaneous B-mode)

General Specific B| M|PWD| CWD Color Combined*
(Track Fonly) (lracks £ & 11D Doppler* {Spec.)

Other
(Spec.)

Ophthalmic IOphthaImic

Fetal (See Note 3)

Abdominal

Intr-operative (See Note 6)

Intra-operative {Neuro.)

Fetal tmaging Laparoscopic

&  Other Pediatric

Small Organ fSee Nore 5}

Neonatat Cephalic

Adult Cephalic P

‘Irans-rectal

Truns-vaginal

‘Trans-urethral

‘Trang-¢soph. (non-Cardiac)

Muscuio-skel. (Convent.)

Musculo-skel. (Supertic)

Intra-luminal

Other (spec.}

Cardiac Adult P

Cardtuc Cardiac Pediatric . P

rans-esuphageal (Cardiac)

Other (spec.)

Peripherai Peripheral vessel P

Vessel Other (spec.)

N= new indication; P= previously cleared by FDA K092159; E= added under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1: B+M, B+PW, B+C, B+PD, B+CW, B+C+PW, B+PD+PW, B+C+M, Dual B, Dual B+C, Duul B+PD
Note 2: Includes imuging for guidance of biopsy
Note 3: Includes infertility monitoring of follicie development
Note 4: Color M-mode .
Note 5: For example; thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs und peripheral vessel
Note 7: Tissue Harmonic Imaging (THE
Note §: 31 imaging
Note 9: Panoramic imaging

Concurrence of CORIE, Oftice of in Vitro Diagnostic Devices (QIVD)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Division of fagwiogical Devices
Office of In Vitro Diagnastic Dewce Evaluation and Safety
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