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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. Ltd.
997-10, Daechi-dong, Gangnarn-gu,
Seoul 135-280, Korea
Telephone: 82.2.2194.1381
Facsimile: 82.2.2194.1399
Email: kashimnimedison.com

2. Name of the device:

Common/Usual Name:
Diagnostic Ultrasound System and Accessories

Proprietary Name:

ACCUVIX XQ Tm 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 892.1560 90-IYO

Diagnostic Ultrasound Transducer 892.1570 90-IVX

3. Identification of the predicate or legally marketed device:

Medison Co., Ltd. believes that ACCUVIX XQ TN4 ultrasound system is

substantially equivalent to the currently marketed SONOACE 9900 PLJUS

ultrasound system (K032329) and SONOACE 9900 Uhtirasound system (K0 1 2867

and K002185)

4. Device Description:
The ACCIJVIX XQ "'i is a general purpose, mobile, software controlled, diagnostic

ultrasound system. Its function is to acquire tltrasotnd data and to display the data as

2D mode, M mode, Color Doppler imnag iig, Power Dopplcr im)aging, FIarnonic ila ging. and
P1W Spectral Doppler mode on the CRI' displa. It aIso provides the 311) iaging mode ising the
3D) probe in the Mechanical scan niode.

The ACCUJVIX XQ t'M has real time acoustic oit put display withli two Ibasic indices, a

mechanical index and a thermal index, which are both autoinaticall displayed. [hlie
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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 TM has been designed to meet the following electromechanical

safety standards:
- UL 60601-1, Underwriters Laboratories Standards, Medical Electrical Equipment
- C22.2 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 equipment
- IS010993, Biological evaluation of medical devices

3. Intended Uses:
The ACCUVIX XQ TN 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 TM is substantially equivalent to tile SA-9900 PLUS Diagnostic
Ultrasound System, cleared via K032329, and tile 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 tile body. All system al low for specialized
measurements of structures and flow, and calculations.

7. Conclusion:

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

ACCUVIX XQTM will be manufactured in accordance with tile vohlntury standards
listed in the enclosed voluntary standard survey.

The submission contains the results of a hazard analysis and the "-.Lvel of Concern for potential
hazards has been classified as "Moderate"

END of 510(K) Summary
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food andbrug Administration
O~i 3 12005 9200 Corporate Boulevard

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 XQTM 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: II
Product Code: IYN, 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 XQTM 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 MPT4-7AO Multiplane TEE
C5-2EL Curved Array P2-4AC Phased Array

CW2.0 Static CW P3-5AC Phased Array
CW4.0 Static CW P3-7AC Phased Array

EC4-91S Curved Array VAW3-5 Curved Array
L5-9EE Linear Array VAW4-7 Curved Array

L5-121M Linear Array CDW5-8 Curved Array
L6-121S Linear Array VNA6-12 Linear Array
L8-151S 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-40 1)
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 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industrv/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,

2 0y'CZodo~n

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 IN Diagnostic Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid fow 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

Fetal (See Note 3) N N N N N Note I Notes 2, 7, 8

Abdominal N N N N N Note I Notes 2, 7, 8

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric N N N N N Note I Note 2.4.5.6,789

Small Organ (See Note 5) N N N N Note I Note 2,5.6.8,9

Neonatal Cephalic N N N N N Note I

Adult Cephalic N N N N N Note I Note 4. 7

Trans-rectal N N N N Note I Note 2. 3,8

I'rans-vatinal N N N N Note I Note 2. 3. 8

I rans-ut ¢thral

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

Musculo-skel (Convent) N N N N Notc I Note 2.5.6.8.9

Musculo-skl. (Supcrflc) N N N N Note I Note 2.5.6.8.9

[ntl'a-I]n/inal

Other (spec) I I I

Cardiac Adult N N N N N Note I Note 4. 7

Carddiac Cardiac ]'ediatric N N N N N Note I Note 4. 7

Ir ans-esophageal Caidiac) N N N N N Note I Note 7. 8

Other (spec.)
Peripheral heral vesse N N N N N Note I Note 5 6.9

Vessel Other (spec) N

N new indication: P- previously cleared: I = added under Appendix E
Additional Comments:

Color [)oppler includes Powser (Antplitude) Doppler
Note I B/M B/PW Doppler. B/Color Doppler. B/Color Doppler/PW Dopplei. B/Poxwer Doppler/PW Doppler,

[I/Color I )oppier/Color M
Notc 2 Includes iitiei'wl1 ir UtLidantcc ol'biops,

Note 3: Includes infertiliti ntmomitorins ol blliclc dCeelopneCnt

Note i: Colot Nl-node
Note 5: 1or cxample: thltroid. paiatlroid. brelalS. sclotum and penis in adult pcdiatlic and eoinatal [3patientS

Note 6 A\bdonlinatl olails and ;l peciph[1cal vesscl
Note 7 lissc I Lianonic imuacite (IIllI)
Note8 31) ingitme
Noit t) Il'moralic I~

(Concurrence of CI)RII, Office of l)evice Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Division fR ~ ,Admnl
and Radiological Devices
51 0(k) Number
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System: ACCUVIX XQ I; Diagnostic Ultrasound System
Transducer: 3D3-5EK Curved Linear Array
Intended Use: Diagnostic ultrasound ima in 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 & III) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) N N N N Note I Notes 2. 7, 8
Abdominal N N N N Note I Notes 2, 7, 8

Intra-operalive (See AVole 6)

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Vote 5)

Neonatal Cephalic

Adult Cephalic

Irans-rectal

-Irans-vaeinal

I rans-uretlhral

Irans-esoph. (1oml-Cardiac)

MIusch lo-skel (Conxtra e

Nlusculo-skel (SupetiCe)

Inra-lurninal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

I'rans-esophageal (Cardiac)

Other (spec )

Periphe ral P erphlsse l
Vessel Other (spec.)

N= new indication: P= previously cleaed: I added under Appendix l'
Additional Comments:

Color Doppler includes Poxler (Amplitudc) Doppler

Note I B/M, B/PW D)oppler. B/Color Doppler. B/Color I)opplIr/I W I)oppler. B/Powxer I)oppIcr/I'W Doppler.

B/Colol Doppllr/Color NM
NoteI: Inclhdes ilaino fir euidance ol biopsy
Note 3: Includcs ilfetilir 5 nloiitoling of f/ollic dvcelopmntCli
Note 4: Color M-mode
Note: For Cxample thr'oid. piaolllvl-oid. brest scloltt ailnld pclls ill adtlt. pcdiatric arld IColnatal paticlns

Note6 Ahdoniinal orzgntsa ntd peripcllesse
(Note 7: lssue I laimonic Iraein (I II )

Note 39: l'noautr rnaeNolo9P8moiai[111tgln~-

Concurrence of CI)RII, Office of Device Evaluation (ODl)l
Prcscripltion Use (Per 21 CFR 801.109)

(Division Sign-' -f}{
Division of Reprod ute, Abdomlnal.
and Radiological Devices
510(k) Number
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System: ACCUVIX XQ It Diagnostic Ultrasound System

Transducer: 3D4-7EK Curved Linear Array

Intended Use: Diagnostic ultrasoud 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 C\D Color Combined* Other

(Track I only,) (Tracks I & liI) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) N N N N Note I Notes 2, 7, 8

Abdominal N N N N Note I Notes 2, 7, 8

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric
Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic

Trans-reclal

Trans-vaginal

Trans-urethral
Irans-esoph (non-Cardiac)

Musculo-skel (Conventr

Musculo-skel. (Supertic)

Intra-luminal

Other (SpecI)

Cardiac Adult
Cardiac Cardiac Pediatric

lrans-csophagcal (Cardiac)

Other (spec)

Peripheral Pen ihera l vessel-
Vessel Othel (specc)

N= new indication P= previously cleared: F added tulde Appendix F
Additional Coliments:

Color Doppler includes Powkce (Amplitude) l)opplcl
Note I: B/M. B/I'W Doppler, B/Color Doppler, BI/Color l)oppler/I'\V Doppler, B/Powmer Dopplcr/I\V l)opplcr,

B/Color Doppler/Color NI
Note 2 Includes inaguinp for guidalcc of biops\
Note 3Inchlcides nlertilitv uioniitotilit o1f lidic deC elopment

Note I Color Nli-1(c

Notc 5: [o c',,imple: thloid- v puathvioid. brlest. scroltUt aild i cil lis Itt adull. pCdatic and icoolltl patiCitt

Note6 Abdohnitil oiaits and pel plipctl vCssel
Note 7. issue I Lautonic loclntano/I (lIlI)
Notc 831)iDn/ging
NotC) 9 l[ro-kll/1c Iulltl11

Concurrence of CI)RII, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CHF, 801.109)

(Division Sign( ~. ~
Division of Reproducti Abdo mla,
and Radiological Dev
510(k) Number
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System: ACCUVIX XQ TM Diagnostic Ultrasound System

Transducer: 3D5-8EK Curved Linear Array

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

Clinical Application Modeoe peration (*includes simultaneous B-mode)

General Specific B M PWD CWD Color Combined* Other

(Track I only) (Tracks I & 111) Doppler* (Spec.) (Spec.)

~~~~Ophthalm ic Ohhhi

Fetal (See Note 3s
Abdominal

Intra-oiperative (See a ot e 6

Intra-operative (Neuro.)

Fetal Imaging Laparoscopi c

CaOther Pediatc ric

Smnall Organ (See NVowe 5)

Neonatal CPciph ac

Adult CApdoalic

Trans-rectal N N N N Note I Notes 2. 8
Trans-vaginal N N oeINtes 2. 8

'Frans-uredhral

Trans-esoph. (non-Cardialic)

Musculo-skel (Conyera)

Musculo-skcl (SpperClor.)

Intra-luiminal

Other (spec.)

Cardiac Adult
Cardio c Cardiac PIediatric

I rans-esophiageal (Cardiac)

Other (Spec)

PeriphNer 6 ial Pt de cria I vcs
V essel 7:hle (spc I)

N= nex\ indicationt P: previousny cleacd: F! added undei Appendix E
,\dditional Comments:

Color lDoppl1C inIcludes Pmxicr (Amplitudc) Doppler
Note I: B/M, 13/1W Doppler. B/Color loppler. II/Color Dopplei/PW\ Doppler, B3/F'over Doppler/P\V Doppler.

IUColoI DoppleI~/Color M
Note 2: Itclodes itainall guid anc ol'bdpqs>

Note 3:heloncurs rilectiel o ionifDiOng (I Ofllice dE\cvtpll(lonl

NO 4Pert s (P 21 l-mod)

Nodc 4: 'oT example: Illbid. pimiah\ Ioid. tMblea[ 5LIottllll al[d pClP ill lidIl[ll podial[[ ic ;Hidl tloi~el/init [paliC111

N{/Ic 6 Abdominal oisa1/5 alit pcliphcial ; cssc
Nole 7: Isu [imulonic [nlighing ( II111
Note 8:31) imlagiw,
Cole 9)P~lllolj~ll/iC ilnlai~l!o

Concurrence of CD)~1t4, Office of Device livahtatiorn (ODE)

PI'escriptiou Use (Per 21 C(FR 801.109)

(Division Sign-Off)
Division of ReproductiV6, Abdomingl,
and Radiological Devices
5aCN ONumber _,_ .)__ V /
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System: ACCUVIX XQ "M Diagnostic Ultrasound System
Transducer: C2-61C Curved Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clnical Application Mode of Operation (*includes simultaneou B-mnode)

General Specific B M PWD CWD Color Comhined* Other

(Track I only) (Tracks]I & Ill) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic ______ _______ __________

Fetal (See Note 3) P P P P Note I Notes 2, 7, 8

Abdominal P P P P Note I Notes 2,7. 8

Intra-operative (See Aote 6) ___ _____ ______ ______ _ ____________

fintra-operative (Neuro)
Fetal Imaging Laparoscopic

&, Other Pediatric P P1 PP Note I Notes 2. 7, 8

SmiallI Organ (See :Voze S) __

Neonatal Cephalic

Adult Cephalie

Irnsrcta I
Ir1ans-vac Ina I

[-ran s-urethral

irans-esophi nnCric

NMusculo-skel.(ovet
NIursenlo-skel I ( S LiperCt! C

In trIa-ILuInII a II

O ther (spec.) _______ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult ______________

Cardiac Cardiac Pediatric ________________

I rans-esophaneal (Caric

O ther (spec.) ________ ____________

l'eri pheralI Peripheral vesselI
Vessel Other (spec.) ______ ________

N-new indication: P- preVIOUSly cleXred F added unlder Appenldix I
Additional Comimerits:

Color lDoppler includes Power (AmoplitUde) IDoppler
Note IW M -B/PW )oppler. B/Color Doppler. BI/Color IDoppler/I' W Doppler. B3/Pow~er Doppler/I'W D~opplIer.

B/Color Doppler/Color N'
Note 2:InIcludes HIM' Moiir or •iriduice oit biopsy
NoteI:Includes iirfertiliiv muonitoringu of folb ide dexeloprTirei1r

Note 4:( .olor Nl-irode
Note 5:FIor example: t1r\roidi. pattroid breast. scloti-o tu im penlis iln Haut.[ piedirc mi C;ne looltarl patients,
Note 6:Abdlominal org-'Irs aird peripherial vessel
Note?:I i~ssue I tarrmonic tria''iio (fIll1)
Note 8: t1)irnoi're

Noex:Iirojruic rniclli

Concrtrrence of CDRII, Office of Device Evaluation (ODE)
Priescription Use (Per 21 CFIZ 801.109)

4-' ,~// C~- LU-6
(Division Signh-Off)
Division of Reprocldutive, Abdo nal,
-ind Radiological Devices
I-,< 4k~ Number 9&)II
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMEFNT

510(k) No.:
System: ACCUVIX XQ iNI Diagnostic Ultrasound System

Transducer: C3-71M Curved Array

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

Clinical Application _____ Mode of Opration (*includes simultaneous B-mode)

Gneral Specific B M PD CD Color Combined* Other

(Trak I nly)(Tracks I & Ill) TIDoppler (Spec.) Se.

Fetal (See Aot 3 P P p P Note I Notes 2, 7, 8

Abdominal P P l1 P, Note I Notes 2, 7, 8

Intra-oiperative (See Note 6)

I ntra-oiperativye (NCL ro.)

Fetal Imagingv Laparoscopic

& Other Pediatric P P I1 Note I Notes 2. 7. 8

Sinal I Organ WSee A ow 5)

Neonatal Cephalic
A-dult Cephalic

Trans-rectal
I rans-vaaeiial

I ran s-urethral

Irans5-eso ph. (non -Cardiac) ____

Musculo-skeb (CHonvent.

Muscurlo-skel. (Superfie.)

Intra-lumianal

O ther (Spec.) ________ ______________

Cardiac Adult ____________

Calrdiac Cardiac Pediatric

Irlans-esophiag~eal (Cardiac)

O th~er (spec .) __ _ _ _ _ __ _ _ _ __ _ _ _ _ _ __ _ _ _ _ __ _ _ _ _ _

Perpiperal Pecripherial vessel

V essel o ther' (sp c)_ _ __ _ _ _ __ __ _ _ _ _ __ _ _ _ _ _

7-ne" indication: P preiou0Lsly cleared: I.- added tinder \ppenidix I-
Additional Cornmerits:

Color Doppler includes Powmer (Amiplitude) Doppler
Note IWM-/N B/P W D oppler, F /Co or Doppler. B3/Color Doppler/PW DVI opplecr. B/Powert Doppler/P W'Doppler.

B/1Color Doppler/Color NI
Note 2:1ItKICudS imacirm1- l(r eIII&Clrce of laiops>
Note 3:ItInclurdes iatenili1v riocritorilno oF loilielde\ dieopoerlt
NoteI- :Color M-rrode
NoteI5: l~o evarirple: thyrToid. piailvrid.11 h least. SelOtL1rlI arid pICliS Itl trdl,1i. pedliatric :rrrdi neoilctlrl paIent:II

Note 6.Ahdorriral (igrrLas mld per i'rel aesl ,]

Note 7: slsc I larrmoici lftnring (I I11)

Note 8:31) irnziac,11
Note 9) Pl':l~rioiii icrlolur

Concurrence of CI)RI I, Office of Device EvaluLation (ODE)

Prescrip)tion UIse (P'er 21 CFIZ 801. 109)

(Dirvisionl Sign-Of
?)vrsron of Reprouct I, AbdomilI

2a~drological Devices}y R //
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

System: ACCUVIX XQ i"k Diagnostic Ultrasound System

Transducer: C5-2EL Curved Array

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

Clnical Application ___Mode of Opration (*includcs simultaneous B-mode)

General Specific B M PWD CWD Color Cornbined* Other

.(Track I only) (Tracks I & Ill) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic ______ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal (See Nloe 3) N N N _____ N Note I Notes 2, 7, 8

Abdominal N N N N Note I Notes 2, 7, 8

Intra-oaperative (See Note 6,)

Intra-operative (NeuCIro.)

Petal Imaging Laparoscopic

& Other Pediatric N N N ___ N Note I Notes 2. 7.8

Small Organ (See A ole 5)

Neonatal Ccphalic

Adult Cephalic
Trans-rectal
Ilrans-vae-inal

Trans-urethral

FranIS-CSOPI. (non-Cardiac)
MU SCU lo-Skel. (Cori ent)I

MUSCtilo-skel. (Superfic.)

In tra- Iumnin al

O ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac AdUlt
Cardiac Cardiac Pediatric

Ir ans-esoplhageal (Cardiac)

Other (Spec.)j_ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _

Peripheral Petiphet al Ncsscl

Vessel Other (spec.) _______ ________ _____________

N-new indication: P'= previously cleared: F- added tinder Appecli\ I.
Additional Comments:

Color1 l)OPPler HicIlueCs Power (Attpliltide) Doppler

Note I/M. [3/P\ Doppler. B/ColIor IDopp icr. B/Color I opIe/'WDoppler, 11/I '0\%e IDopp er/I \VIDOppler.

13/Color IDoppleit'color NI

Note 2:Includes oniacine fir etiidaiice of Hops>I"

Note 3:Includes infertilit\ itorititoriito of follicle dc\ elopiieii
Note 4: Color NI-miodc
Note 5:lor e~tmple: tIh>roic. jlalalltvoid' l. rast serotinit>] ~ttd )Iiii aIdult, pediatric Iattd ieotilald pat0ients

Note 6:Ahdoririttal o-vaus tad peripherail ecssel

Note? T1Issue I lzittionic lman,tti (I I11)
Not ic: 3D jittaciac1
Note 1 I: 'aitoi-:ntic [iie

Concurrence of CDRI11, Office of Device Evalttation (ODL))

P~rescription Ilse (Per 21 CPR 8011.109)

(Division Sig-O)
Dlivision of Reprodt A m al
ant! Radiological Devicesy /



510(k) Premarket Notification ACCUVIX XO T Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System: ACCUVIX XQ Tm Diagnostic Ultrasound System
Transducer: CW2.O Static CW
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of thre human body as follows:

Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific [3 M PWO CWD Color Cornbined* Other
(Trak I nly (Tracks I & 1ll) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic ______ _______ __________

Fetal (See Note 3) __________

Abdominal _____

Intra-operative (See Note 6) ____ ____ ______ ___________

fintra-oiperative (Neuro.)

Fetal Imnaging Laparoscopic
& Other Pediatric

Small Organ (See Note 5) __

Neonatal Cephalic

Adult Cephluic P,

Trans-rectal
Trans-vaginal

Trans-urethral _____ ______

T rans-esoph. (non-Cardiac)

MIUSCu lo-skel -(Convent -________ ______________

NI usculo-skel. (Superie.c

Intra-lunminal

O ther (Spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult __ _ _ P _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _

Cardiae Cardliac Pediatrc~
fran s-esophageal (Card iac)______

O ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

'eniphieral Perphra vssl
Vessel Other (Spec )P

Newic\ indication: P= previously cleared: I.- added unader Appendix F.
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note IW:BNI B/lPW [)oppler. B/Color Doppler. BI/Color lDoppler/P W Doppler. B/lPom~en loppcI e/I'W IDopp icr.

3/Color lDopplen'Color NI
Note 2:Includes iitmgiin- Ho Aniidanee ot hiops\

Note 3:Includes infertfilt monitorin om(f follicec de~elopinleitt
Note4: Color N'-miode
Note 5:For examlple: thyroid. paiiatlivroi1d. hiCatSi. ycrOt~li Mud1( peislit i trit., pedliatic mild neonlatal p)itielitt

Note 6:Abdomnital organls and peripherlal vessel
Note 7: tissue I Inr1utoitiC limistime ( 1I11)
Note 8:3D 'itainel~
Note 9: Pl'amimolic litlmglte11

(Concntrrence of CDRI 1, Office of Device Evaluation (01F)1
P'rescriti on Use (Per 21 CIA F 801. 109)

RDvision SignOff
Diiinof Reproductive, Abdmnl
Radiological Devices



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

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System: ACCUVIX XQ I'M Diagnostic Ultrasound System
Transducer: CW4.0 Static CW
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 & ll) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal

Intra-operativc (See ,Vote 6)

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric

Small Orean (See ANote )

Neonatal Cephalic

Adult Cephalic N
Trans-rectal

Trans-vao inal

Tral nS-i rethra]

Tran s-eso1ph. (non -Cardiac}

Musculo-skel (Convent)

Musculo-skch. (Superlicif}

Intra-luminal
Ot/er (spec.)

Cardiac Adult N

Caid iac Cardiac Pediatric N

Trans-esophageal (Cardiac)

Other (spec.)

P'i pheral 'enipheral vessel N
Vessel Olher (spec. ) N

N= new indication; P= pre\ omsk clecred: IK= added undelr Appendix 1(

Additional Comments:
Color Doppler includCs Ilower (Aruplitudc D)opple[
Note 1:/ B/'PW Doppler. B/Color Doppler. F3/Colot Doppler/I'W )oppler. /P'w enc Dopplci/PIW Doppler.

3/Color Doppler(/olor Ni
Note 2 hIcludes imaging fol guidance ofhops'
Note 3: Includes inelrtilit m/ontiongil of olllicle dc clopinent
Note I: Colol NI-mode

Note 5: Fur e'qatltplc tltloid par~ttlt1roid hi-st. sotui and penis il iditit pediatric anld neotatal patieonts
Note : Ahdonlmina]l ut-gaits and pcliplkial 'csc]
Note 7: tissue Ifhamonic Ilii:it!in ( I I11)
Note 8: 31) mItn1in/1

Note 9 P) tcilomill ic [icllwIttelt

Concurrence of C1JRII, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CER 801.109)

(Division Sidn-Off)
Division of Reproductve, Abdominal,

i Radiological Devices....
K)Number ______AL'Lktt'



510(k) Premarket Notification ACCUVIX XO T Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System: ACCUVIX XQ ~"' Diagnostic Ultrasound System

Transducer: EC4-91S 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)

Genera Specifi B IMI PWD Color Comibined* Ohe
(Track I ol)(racks I & [Il) - Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic _____ ______ _________

Fetal (sSee A'ote 3)
Abdominal

Fetal ImiagingL Laparoscopic
& Other Pediatric

Tralls-leaquial 1,~~~~~~I Note I Note 2,8

Trans-urethial 1,~~~~~~~ Note I Note 2. 8

Cardiac Crdacseoh Pediatrcari

Periherl ieriMteraIO-kl vesse\llI

Vessel Other (spec. ________ ___________

neldi' indicaio; c previnslceatredic de ndrApni

Additional Comments:
Color D~oppler includecs Pol'~cr (Amrphltde) l.opplcr
Note I:B/Mi. B1/1'W Doppler. B/Color Dopipler. 3/Color D)oppler/l'W Doppler. B/Poower lDoppler/l,\\ Doppler.

IA/Color Doppler/Color NI
Note 2: 1In11cSludes i' flr enidanlCe oll'iops"
Note 3:Includes infertilit tnluoitiorin of fiollicle developmenit
Note 4:Color NI-ttodc
Note 5: Ior ex~tntple: tlmvtid. patathivoid, breast.l sctotumtt ait etti JCuSItl ad~tlt. pe(I~liCi and ne~onatal p)1tCet1ts

Note 6:Abdomnttal organs Fand perinplieal vessel

Note 7: issue I Imtrnoric lr~iritte ( I ill)
Note 8: 31) ituciti

N\ teI: 9 'ao<,raitttc ]ta in,,Kt!

Concurrence of CDRfI, Office of Device Evaluation (ODE)

lPi csriptiot Ltse' (Per 21 CFR 8011.1lO9)

(Division Sig </Off)A
--~vision of Reproductive, Abdominal,/

lftritroqical Devices,~ / v y~
Mi rho'



51 0(k) Premarket Notification ACCUVIX XQ TMDiagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMIPNT

510(k) No.: N gnsiUlrsudS te
System: ACCUVIX XQ t' Diagnsi lrsudSse

Transducer: L5-9EE Linear Array

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

Clnical A ijeation Mode of Oprtion (*includes simultaneouB-oe

G-ie-neral SeiiB M PW CW Cor Cmbined Other
(Track I only) (Tracks I & 11Dopple* (SpC.) (Spec.)

Abdominal

intra-operative (See Note 6) __ _____

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

&- Other Pedi-atr-i c N N N ____ N Note I Note28.

Small Organ (See Nore 5) N N N ____ N Note I Note2,,

Neonatal Cephalic

Adult Cephalic

3 ranis-rectal

Trans5-vacinai
I ran s-rurethral

Trans-esoph. (non-CardiLw)

Musculo-skeL. (Convent) N N N N Note I Note 2. 8. 9

NMuse~ulo-skel (Supertic) N N N N Note I Notc 2. 8. 9

In Ira-lru iin a

Other ~(spec) ______

Cardiac Adult
Cardiac Cardiac Pediatric

IrIanS- C so phIagealI (C arId iac)

Other (spec.) _______ _______

Peripheral Pen erl ese

Vessel Other (spec ) I_ _ _ __ _ _ _ __ _ _ __ _ _ _ __ _ _ __ _ _ _

N-new indication: P= pre, ioiisl clearecd: F added under Appendix I I

Additional Comments:
Color Doppler includes l'owcr (Amnpliltide) Doppler

Note I :BI /M. 11/11W\ Dopplirr. B/Color Doppler. B/Color IDopplcr/l\ D Ioppler- Il/Power Doppler/I'W Doppler.

B/Color D~oppler,( olo MI

Note 2:CIncludes it1nasino or etitdititee 0x lxiopsv

Note 3:~Incldes iulentuilmt ixoolito ill,, of tolliele dexelopixxeit
Note'4:Color M-roode

Note I: -or exailple:fl tyoid. peitrtttt roic. brleast. scr otumi and1' penis iii adult1, pediatri anold ttxoiiihtl patients,

Note 6:Abdominal oiroalls aud pelt pileiia esse I

Note?: *lsse Ilai-motiiltxc 1min( (1111)

Note I r:3) uacineo
Note 9:10l'axItlltiC 1iMactIte

Concurrence of CDIRI1, Office of D~evice Evaluation (ODE)

P'resc rip~tionl UsN (Pkr 21 CF1R 8101.1019)

(Division iinrilff)}5/t
Dlvision of Reproductive, Abdominal,

Qi':~dioloqrical Devices



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

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System: ACCUVIX XQ TM Diagnostic Ultrasound System
Transducer: L5-121M Linear Array

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

Clinical Application Mode of Operation (* tincludes simultaneous B-mode)

General Specific B M PWD CWD Coombined Other

(Track I only) (Tracks I & 11) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)

Abdominal

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric P P P P Note I Note 2.5, 6. 9

Small Organ (See Note 5) P P P' P Note I Note 2, 5. 6 9

Neonatal Cephalic

Adult Cephalic

T-rans-rectal

[rans- uthdral

'1ralns-esoph (non-Cardiaic}

MUSCUlo-skel (Gemea) P I' p, P) Note I Note 2. 56.9

Musculo-skel (Supertic) p p p P Note I Note 2. 5. 6. 9

Inira-lunminal

Odler (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Tl'ans-esophagcal (Caildiac)

Other (spec)

Peripheral Penriheral vessel p P p I Note I Note 5. 69. )10

Vessel Other (spec.) I

N= new indication: P- prcviously cleared: F' added under Appendix I

Additional Comments:
Color l)oppler includes Pow\er (Amnplitude) Doppler

Note I: :B/Ni B/PW Doppler. B/Color Dopplcr. B/Color Dopplcr/PW D)opplet. B/Power l)opplcr/PW D)opplcr.

3/Color Doppler/Color Ni
Notc 2: Includes uacinc ~ir ullidaLInc of hiop'S>

Note 3Includes infelrtility mllouiirin of follicie doeelopentl

Note I Color Mn-mod

Note FVor examiple: It>1oid paratlhtroid, l 1. rs. scrotul[ iln penis itl aduli. pedialtic and neonatal pauicnts

Note 6: Abdomnlinl organls tnd peipilelerl Cescl
Note 7: issue I ltitmonic lttagiu, ( I'11)
Note : 31) iwtlgu/Ig
Nol ' 9 an1;1lo1ja1c ilituaetl

Concurrence of CDR11, Office of Device Evaluation (ODE)
lPrcscription Use (Per 21 CIR 801.109)

(Division Sign-Off)
'vision of Reproductkve, Abdominal,

P4adiologicaI Devices



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

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System: ACCUVIX XQ T Diagnostic Ultrasound System

Transducer: L6-121S 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

Fetal (See Note 3)
Abdominal

intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric N N N N Note I Note 2,5,6,9

Small Organ (See Note 5) N N N N Note I Note 2, 5, 6, 9

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans- 'aginal

Trans-urethral

ITans-esoph (non-Cardiac)

Musculo-skel. (Convent) N N N N Note I Note 2 5. 6. 9

alusculo-skcl (Superlic.) N N N N Note I Note2. 5 6. 9

[tlra-lumillil

Other (spec)

Cardiac Adult
Cardiac Cardiac Pediatric

I rats-esophagcal (Cardiac)

Other (spec.)

Peripheral Peripheral -essel N N N N Note I Note 5 6,9

\Vessel Other (spec.)

new indication: P= pre\iously cleared: I1= added under Appetditx I

Additional Comments:
Coloi Doppler includCs Power (Amlplitudc) D)oppler
Noti I: B/NI. B/P\V Doppler. B/Color Dopplcr. 3/Coloi Dopplcr/PW Doppler. B/Power Dopplcr/PW Doppler.

[/Color Dopplrc/Color N-I
Note 2: cICIeLcs imacing [ for etlidattcc li h1sN

Note 3: IlcludCs irht[ltilitv toltitolioc of lblliclc dextoptitertt

Note 4 (otor Mi-tIode
Note 5 [:eo CeXallmlc Ithlroid. paraltll\oidl breaslt sCiotilll and pen1is ill adullt pediatic alld 1colomttal paticnts

Notc 6; Abdominal ogalls an1d periphrcal vessel

Note 7: Tissue I[lanonit Itiaint (H I[ I)

Note 8: 31) imacio,,

Note 9:m lailltl-a1ic 1i)

(Cocurrence of CDRIt, Office of Device Evaluation ((DE)

lPrescriptioix Use (Per 21 CUR 801.109)

citRomd itie Adc i nal -

a ~~~ ~~//~



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

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: T nsi lrsudSse
system: ACCUVIX XQ Diagnsi lrsudSse
Transducer: L8-151S Linear Array

Intended Use: Diagenostic ultrasoun imaging or fluid flow analysis of the human hody as follows:

Clinical Application Mode of Operain(cuesimlnosB-d)

General ~~~~Specific B W WD Cor CobndOte

(Track I only)(Tracks I & Ill)- - - - Dple (Sc.(pc)

Ophthalmic IOphthalmic ______ _________

Petal (See Note 3)

Abdominal
Intra-oiperative (See Note 6,)

Intra-oiperative (Neuro.)

Fetal Imaging Laparoscopic

&Other PdarcN N N N Note I Note 2. 5, 6. 9

Small Organ (See Note S) N N N N Note I Note 2, 5 6,9

Neonatal Cephialic _ _ _ ___ _____ ______

Musculo-skeF (Convent. N N N N Note I Note 2 5 6,9

Cardiac Cardiac Pediatric

Peripheral Pen ilheral vessel N NNiN ___IN__e__6__9

Vessel Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N-newN indication: P= previously cleared: F I> addcd cinder Appenrdi\ F
Adiditional Comments:

Color Doppler includes Pow\er (Amplitude) lDoppler

Note I: B/NI. B/P\V Dopplcr. BI/Color D~oppler. P/Color lDoppler/l'W D)opplcK. B/Power 1)oppler/1PW Doppler.

B/"Color Doppler/Color N'I

Notc 2: Includes inining oBr ncidaiitee of biopsy

Note 3:~ hIcludes infertility Iiorlitinil- loF blic~c developrocict1

Note -I: Color NI-mode

Noic I: For xi p c lim Ic i-~oid plNivctfvroif. breast. sCwloinni and penlis 'ill~1LI adu ~lt.peitric and neContMA lptients,

Note 6: Abdominal or ealls, acid perliphrll] e Csel

Note 7: Tissue I Larinonic lwaiicl-KItU 1111)

NoteS: 31) jriciain

Note 9: l':inocmwic ilnto[l,

Concurrence of CDRII, Office of Device Evaluation (ODE)
Pr Iesc ript (icn t Ise (Per 2 1 CEFR1 801I. I 9)

(Division[Sign-_
Th!visionr of Reproductive, Abdominal,

-ii~OVt~~j Dvn e



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

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:TN gnsiUlrsudSte
System: ACCUVIX XQ TtDiagnsi lrsudSse

Transducer: MPT4-7A0 Multiplane TEE

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

Clnical Application Mode of Operaion (*includes simulaeu -oe

G-6eneral Specific 3 M PD CD Clr CrindOhe

(Track I only) (Tracks I & 1l1) Dplr Se. Se.

Ophthalmic -1Ophthalmi c ______ _________

Fetal (See Note 3) _ __ ______

Abdominal

Intra-operative (See Note 6)

Petal Imaging Laparoscopi c

& Other Pediatric

Srals-eOpli. (SeNon-Cadia) N N NNNt oe7

Cardiac ardiac Pediatric

Trans-esophagealn(Cardiac) N N N N Note I Note 7. 8

Periperal Meuscealo-ssel (ovn.

Vessel Other (Spec.) ____________________________

Aditioal Corndmen Pes: ri

COlo LO)opper includes Power (Amplitude) lDopplei

3/olor lDoppleK'Color NI
Note2:Inrcludes imaoing Im guidance of hiops>

Note 3:Includes intertilil toollitor itits of Iiolicle dC\ elcttilt

Note 4:Color Ni-mode

Note 5: For exampI le: thrid. paittvttivrid. I-east. scroinnl and penisi In adult, pedIiatic nd I neonatal patientsl

Note 6:Abdominail orgains and pen iplietut I vssel

Note7: [issue I [aertlonic ll1o,,tgI ( i Ii1)

Note8:31) imac-ilt,

Note 9(ljimiornie it~wnient

Cotcurrence of CDIRI1, Office of Device [Evaluation (ODE)
Prescription U~se (Pler 21 CAER 801.109))

rit' Radiological Devices ~ I



510(k) Premarket Notification ACCUVIX XO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:'IA
System: ACCUVIX XQ [IDiagnostic Ultrasound System

Transducer: P2-4AC Phased Array

Intended Use: Diag~nostic ultrasoun imaging or fluid flow analysis of the human body as follows:

Clinical Application ___ _ Mode of Operation (*includes simultaneous B-mode)

General ~~Specific B M WD CD Color Colnbined* Other

(Track! only)(Tracks I & 1ll) Doppler* (Spec.) (Spec.)

Ophthalmic j p ta mc _ _ _ _ _ _ _ _ _ _ _ _

Fetal (See Note 3)-

Abdominal N N N N N Note I Note 4, 7

Intra-operative (See Note 6,)_______________

Intrai-operative (Neuro.

Fetal [mag~ing Laparoscopic __________

& Other Pediatric

Small Organ (See ANote .5)

Neonatal Cephalic

-Ad-ult Cephialic N N N N N Note I Note 4. 7

Trans-rectal

I ran s- aQin a
Trans-urethural
Trains-esoph. (non-Cardiac)

NIuscu lo-skel. (Convenit) ____

Musculo-skel. (Superfic )

hunril-lurininall

O ther (Spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult N N N N N Note I Note 4. 7

Cardiac Cardiac Pediatric N N N N N Note I Note 4. 7

Frau s-esophag~eal (Cardiac)

O ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

per ipheral Pen-lherall Vessel

vessel Other (,spec ) _______ _ _ _ _ _ _ _ _ ___ _________

newic\ indicaition: I> prevNiou[sly, clear ed: IFt added tindLIer Appendix I
Additional Comments:

Color FOpplerC includes Power (Amplitude) Doppler
Note I:Rl/M. 13/PW Doppler. 13/Color Doppler. B/Color lDoppler/l'W Doppler. Fl/Ptower l.oppler/l)\\ Dlloplle.

Il/Color IDoppter'Color Nil
Note 2: 1Inc&Sludes l 'im~in fo guI~idance of iop)INv
Note): Includes inilcrtili monliton incl oi ttlolil developmenclt
Note 4: Color Ni-mode
Note 5: <or examlple: tlroid. 1veiralvoid. hreast. sclotlirn auld penlis inl adult. pediatrlic nut necolat:,[ patienits

Note 6: Abdominiial Li anrea>nd per iplitimrl 'ecscl
Note 7: tisue I lai nioic horacitt ( I I 1
Note S ',1) mnaoine"
Note'): Pl'][airnnic ilaii

Co'(ncurrence of CDRZH, Office of Device Evaluation (0DL)3
IPrescriptioni Use (Per 21 CFIR 801.109)

Di~vision S n-Off)
'"'sion of Reprodul yve, Abdo, nal



510(k) Premarket Notification ACCUVIX XO T Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEM9tNT

5 10(k) No.: N not UtaudSyer
System: ACCUVIX XQ 1 IDiagnsiUlroudSte

Transducer: P3-SAC Phased Array

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
C me I A lication ~~~Mode of Operation (*includes simultaneous H-mode)

General ~ Specific B M PWD CWD Color Combincd* Other
(Track I only) (Tracks I & Ifl) ~Doppler* (Spec.) (Spec.)

AbdoltCepali N N N N N Note I Note 4. 7

ntran-oprectal Se e6

FetalImagig Laprons-c'a pinc

Sranl s-rethal SeNoe

NTraans-esph.(o-ardiac

CricAdult CpaI N N N N N Note I Note 4. 7.1

Periphral Pe ,heal svessele

N= ne"indic tion: P pesiop islo-Clared i=adduneepenl\1

Addtioal ottMenS:Lose. Cmn

O /t olo ( oplpec.)0 N

Not r2: includestnto o t id Nc ofN N lNteIiNtep.s>1

Noteiac CInclude tctlt tntn Ne oFfoll deeope t No Iot4,710

NOte:eolr Ni-mode

Notsel 7: he [isspecI,)titcltain t

Ad ii NaCotme lttnts tcttlIiIt

CooCDpleoncitreeno\ce oAplfCDtIdl, Dofflicoflvievlutn(0))

Not IJAIL&SiTILII' o[l'scIptioti Ofh1Use\Pr2 738111)

Note3 Iclues nt Div[ islitonil of eprode dive Abdpominal

Nolc 9 PanjRaioloica Deice

r 1Or(k) Number-



510(k) Premarket Notification ACCUVIX XC T Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMtNT

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:

Clincal Application Mode of Operation (*ineludes simultaneous B-mode)

General ~~~Specific B W WD Color Combined* Other
(Track I only) (Fracks I & 111) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic ______ _______ __________

Fetal (See Note 3) _ _ _ _____ ______

Abdominal P P1 P P, p Note I Note 4, 7

intra-operative (See \ote 6/

Intra-operativye (New o.)

Fetal Imaging Laparoscopic
& Other Pediatric I' P P, P, P Note I Note 4. 7

Small Organ (See Note 5}

Neonatal Cephalic
Adult Cephal ic P, P, P, P P Note I Note 4. 7

Trans-rectal

Trans -urethral

Irans-esoph (non-Cardiac)

NIuscu lo-skeL (Con evitt

NIusculo-skI -(Su pcrfic ________ _________

Cardiac Card iac Pediatri I' p' I P) Note I Note 4. 7. It)

Peripheral Perpeal vesse
V essel O ilier (spec.) ________ _________ ______________

N-new~ indication: P= previouisl clealred: I- added under Apperidikf I
Add it ion al Cog,,ments:

Color Doppler includes lo\%cr (Amplitude) lDopplcr
NoteIW13NI. B/PW Doppler. B/Color Doppler. B/Color Dopplcr/I'W IDoppler. B/Power I)npl~er/l'\V Doppler.

[3/Color lDoppler/Color Ni
Note 2:Includes inlaullie c, uidance of biopsy
Note 3:Includes inlcrtilit' m1onlitoringo of toltcle deveolopment
Note .1:Color MNi-uode
Note 5: Yr example: thyrid. paiathvroid. hreiist sclinut andl penis fin iditlt pediatric anld n1oeonaal patients
Note 6:Abdominal worracs unid peripleral vessel
Note 7: issite I kuinionic tllI, 1111)
Note8:3 1) miuao iuits
Notec: Paimmoraic i,,lilil'tc

Concurrence of CI)RII, Office of IDevice Evaluation (ODE)
I'iscsriiptioii U se (Per 21 CFIt 801.109)

(Division Sig~n-Off)
Division ofReprodu 4 e Abdominal,
;)nd Radiological Devices

Ntk mbernbr&



510(k) Premarket Notification AGGUVIX XO T Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATENIFNT

510(k) No.:
System: ACCUVIX XQ "' Diagnostic Ultrasound System
Transducer: VAW3-5 Curved Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clincal Application Mode of Operation (*includes simultaneous B-modle)

General Specific B M ['WI CWD Color Combincd* Other

(Track I only (Tracks I & Ill) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal ffee Note 3) P P P ___ P Note I Note 2. 7. 8

Abdominal P P) P P Note I Note 2, 7, 8

hutr-operative (See N'ote 6)

Intra-operative (Neuto.)
Fetal Itnaging Laparoscopi c

&Other Pediatric P P, P P Note I Note 2. 7. 8

Small Organ (See Aote 5)

Neonatal Cephalic

Cardiac ardiac Pediatric

Peripheral Pripherlvessel

Addiionl C Titmnts:mda
Colranoppero includsl-Cr Ampltue) ople

B/sColorse l(oUpler/Colr

Note :aInludes nalactelrciae fho

Notiper :Aboital v0215s Ivese

Vessel I OPesripiohUse(Pr 1 CPC01.09

Additional Commienfltsn-O:
Colce Doppler«vtslon ofPReproductivetlAddo Dinal,



510(k) Premarket Notification ACCUVIX XQ WDiagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
System: ACCUVIX XQ iRI Diagnostic Ultrasound System
Transducer: VAW4-7 Curved Array
Intended Use: Diagnostic ultrasoundI imaging or fluid flow analysis of the human body as follows:

Cinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined* Other

(Track I only) (Tracks I & Ill) Dplr Se. Se.

Ophthalmic Ophthalmic

Fetal (See Note 3) P P P ____ P Note I Note 2, 7, 8
Abdominal P P P ____ P Note I Note 2, 7, 8

Intra-operative (See Note 6)

lntra-operattve (Neuro.)
Petal Imaging Laparoscopic

& Other Pediatric P P1 P, P Note I Note 2, 7, 8

Small Organ (See NoteS5) P I' P1 P Note I Note 2, 7, 8

Neonatal Cephalic

Adult Cephalic
Trans-rectal
I ranis- vap in alI

*Iran s-ureha
I rans-esoph. (non-Cardiac)
Nluscu lo-skel -(Con vent.)

M USCUlo-skel. (Stipertic.)

Intra-hluminal

Other (Spec.) ________ ____________

Cardiac Adult
Cardihac Cardiac Pediatric

I ran s-esoplhaeeal (Card i a

Other (Spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Peihrlese
Vessel Other (Spcc.)

N-= new~ indication: P= p)Ievou\ OIkCleared: I> ardded Under Appendix Il

Additional Comments:
Color Doppler includes Plower (Amnplitu~de) DI)opler
Note IB/N1. 13/P1W Doppler. [3/Color Doppler. 13/Color DopplIcr/IW \DI oppler, 3/P'ower IDopp Icr/I'V D oppler.

IB/Colo iD oppl er/Color NI
Note 2: ncludes mnagint- fir LniAite ot hiops'\
Note 3:Includes inflrtilit\ 1oitlointitln of f~i vIe de\Cloprttcnt
Note 4:Color Ni-mode
Note 5: Ir example: thyroid. pt~ithlvoid breast. setolum, antd peus indlt. pedfiatric amid 1teouismtl pImtICmmtS

Note 6:Alidomtinal oroaatis and peripheral vessel
Note 7: lissume I larmoitic Iam It II)
Note 8:3D) mac-inc o
Note 9]:I'mrindmic ittie it

Concttrrence of CDIIM, Office of Device Evaluiation (ODE)
Pr escriiptio It I. se ( Pc r 21 C FR 801.109)

tfvm ic< gn-Off,



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

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
System: ACCUVIX XQ [NI Diagnostic Ultrasound System
Transducer: VDW5-8 Curved Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Cinical Application __ Mode of Operation (*includes simultaneous B-mode)
General Specific 13 M PWD CWDB Color Combined* Other

(Track I only) (fracks I & 1ll) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)

Abdominal
Intra-operative (See Note 6,)

Intra-operative (Neuro.)
Fetal Imaging- Laparoscopic

& Other Pediatric

SmallI Organ (See ANole )

Neonatal Cephalic
Adult Cephalic
Trans-rectal
I ranlS-raginal p, , P, p Note I Note 2. 8

Frans-urethral I' p P, P Note I Note 2, 8

Trans-esoph. (non-Cardiac)
Niusculo-skel (Coovent
NiuscUILo-skelI (Suptierfic

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

I rans5-tts()phIia~cd (Cal dtir
()ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Pot phu ,il Periphecral \essel
Vessel Other (Spec )I

N= new\ indlication: lP= prev iously cleared: -- adde&d Under Appenidix 1/
Additional Comments:

Color Doppler includes Power (Amphirtde) D~oppler
Note I:BI/NM 11/1'W Doppler, B/Color [)ollpler. 1B/Color lDoppler/F'W Doppler. 13/Pow~er Doppler/P%\ loppler.

It/Color D~oppler/Color Ni
Note 2:IncIludes 111at-TIn fPr cuidailCe oI hops'Il
Note 3:Includes in1'lerilit' inlotitor iuu- ol ol licle vIes eloputeut
Note 4:Color NIi-mode
Note 5:For example: thNroid. pcatultvroicl. Freust. Scrtoliti and penis Ill alduilt pediorlic atidf neontlrlj paienclts
Note 6 Abdomttitnal orailns dud per plteral \esse I
Note 7: ils e I IIIan I Iton K oillo ( I I 1)

Note S 31)inait
Note 9: luitronitic 'tltagitte

Con1currence of CDRH1, Office of Device Evaluation (ODE-)
Prescription Uise (Per 21 CUER 801.109)



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

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMPNT

510(k) No.:
System: ACCUVIX XQ 'm' Diagnostic Ultrasound System
Transducer: VNA6-12 Linear Array
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of tie human body as follows:

Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific B MN PWD CWD Color Combined* Other

(Track I only) (Tracks l & Ill) Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal eSee Note 3)
Abdominal

Intra-operative (See \ote (j
Intra-operative (Neuro)

Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note 5) P I IP P P Note I Note 2, 8

Neonatal Cephalic
Adult Cephalic

Trans-rectal

Frans- ahtinal

Trans-u rethbral

I rans-esoph (non-Cardiac)

Musculo-skel. (Conent.) } P P P P Note I Note 2. 8

Musculo-skel. (Superfic.) P' P' P) P Note I Note 2 8

lntra-luniinal P P ' P Note I Note 2. 8

Other (spec)

Cardiac Adult
Cardiac Cardiac Pedial ic

Irans-esophiageal (Caidiac)

Other (spec,)

Peripheral Peripheral vcssel
Vessel Other (specc)

N-nex, indication: PI= prcviously clcarcd: C- added midcr Appendix I
Additional Comments:

Color D)oppler includes PFo\ci (Amplitude) l)opplcr

Note I: B/MN. [1/p\v Doppler. B/Color l)opplel, IL/Color l)opplc/l'\\ IDoppler. B/P1o~xce Doppicl/PW Doppler,

B/Color Dopplcr'ColoN M
Note 2: Includes IIanaiTe forl gui(aIce (f hiops>

Note 3 Includes infettilitv lilollitloill (If lkiltide dexclopncnt
Note 4 (ColIo NI-nodc
Note 5: oi c\urplec: Ih>toid. I lt ld. ,-si.S olmTt/l ilild Cllis ill adult pediallic ald ileo}atal palienits

Note 6 Abdotminal oritas and penplicni Issel
Note 7 I'isswc I alionic In'i[oi ( Ilt I)
Note 8 it) lilt

Note) I 9 1:0o i c m1wIltiic

Concurrence of CI)RlH, Office of Device Evaluation (ODE)

Pirescription Use (Per 21 ('1Fq, 8(1.119)

(Division
J'~T~op orf ReProductive, Ab oinal,

,I O OSIo- I flqcp / /2'V2 $7!,
,,!ca /vLY-',
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