
510(k) Summary of Safety & Effectiveness
Prepared in accordance with 21 CFR Part 807.92(c)

The assigned 510(k) number is: iA tOI 091
Applicant Information: JUN 2 5 2010

Date Prepared: June l4. 20 10

Name: ZONARE Medical Systems, Inc.
420 North Bernardo Avenue
Mountain View, CA 94043

Contact Persons: Linda J. Moore
Director, Regulatory Affairs & Quality Assurance

Telephone Numbers: 650-230-2724

Fax Number: 650-967-9036

Email Imoore(d),zonare.com

Devkce In formation:

Trade Name: ZONARE z.one Ultra Ultrasound System

Device Name: ZONARE Diagnostic Ultrasound System

FR Number Product Code
Ultrasonic Pulsed Doppler Imaging System L892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System 892.1560 90-IYO
Diagnostic Ultrasound Transducer 892.1570 90-ITX

Marketed Device(s): The ZONARE z~one Ultra Ultrasound System (K022858), (K082326), EPMed Systems
(St. Jude, K03 1066) (K073709), Philips HD I I (K062247), and Sonosite, Inc. (K053069)
devices currently in commercial distribution.

Device Description: The z~one Ultra is a general purpose diagnostic ultrasound system which consists of a
combination of portable scanner(s) less than 1 0 inches wide and 3 inches high, embedded in the cart, or that can
be held by the user in one hand. They include buttons for controlling the system and may have a screen that
display ultrasound mages and user interface or be without the screen (monitor) and user interface. The portable
scanner can be held by the user in one hand and accommodates a removable transducer module. Signals
received from the transducer module are digitized and preprocessed. The transducer module comes into contact
with the patient and both transmit and receive ultrasound energy.

The docking station (aka carts) provides holders for the portable scanner, and transducer modules, as well as
battery chargers and other accessories. The modification for this submission includes new indication for use and
off the shelf transducers.
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Indications for Use: The device is intended for use by a qualified physician for ultrasound evaluation of
Ophthalmic; Fetal/obstetric, gynecological; Abdominal (renal, GYN/Pelvic; Intra-operative (abdominal,
thoracic, and vascular). Intra-operative neurological; Pediatric; Small organ (thyroid, breast, testes, etc), Adult
& Neonatal Cephalic; Trans-rectal, Trans-vaginal, Trans-cranial, Trans-esophageal (non-cardiac and cardiac);
Musculoskeletal (conventional & superficial); 3D/40; Cardiac - Adult/Pediatric/Fetal; Intra-Cardiac; Pelvic;
Peripheral vascular; harmonic tissue and contrast imaging and Tissue elasticity.

Comparison with Predicate Device: With respect to features and applications, the ZONARE z~one Ultra with
the new ophthalmic indication for use and the off the shelf intra-cardiac echo catheter (View-Flex) is
comparable and substantially equivalent to the currently marketed ZONARE z~one and the predicate devices
listed in predicate devices section in terms of portability, features and functionality. Additionally, they have the
same important safety and effectiveness features, as well as design, materials, and construction.

Non-clinical tests: The device has been evaluated according to the applicable medical device quality systems,
safety standards for acoustic output, biocompatibility, verification and validation, cleaning, and disinfection
effectiveness as well as for thermal, electrical, and mechanical safety, those applicable to ZONARE's
ultrasound product are:

ISO 14971 Medical Devices - applications of risk management to medical devices
I EC/U L 6060 1 -1 Medical Electrical Equipment (MEE) - General Requirements for Safety
I EC 6060 -I -I Medical Electrical Equipment for Systems
IEC 60601-1-2 EMC
I EC 6060 1-1-4 MEE - Programmable electrical medical systems
IEC 6060 1-2-37 Safety of ultrasonic medical diagnostic and monitoring equipment
IEC 62304 Medical Device software - software life cycle processes
ISO 10993 Biological evaluation of medical devices
AlUM Medical Ultrasound Safety, American Institute of Ultrasound in Medicine (2002)

Clinical Tests: Non Required

Conclusion: The device conforms to applicable medical device safety standards and compliance for safety and
effectiveness is verified through defined evaluation and market surveillance. The ZONARE z.one Ultra
Diagnostic Ultrasound System is substantially equivalent with respect to safety and effectiveness to devices
current cleared for market.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

JUN 2 5 2010

ZONARE Medical Systems, Inc.
% Mr. Mark Job
Responsible Third Farty Official
Regulatory Technology Services LLC
1394 2 5t1h Street NW
BUFFALO MN 55313

Re: K101091
Trade/Device Name: The z~one Ultra Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatbry Class: II
Product Code: IYN, IYO, and [TX
Dated: June 9, 2010
Received: June 10, 2010

Dear Mr. Job:

We have reviewed your Section 5 10(k) premtarket 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 DeviceAmendments, or to devices that have been
reclassified in accordance with the provisions of the F-ederal 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 z.one Ultra Ultrasound System, as described in your premnarket notification:

Transducer Model Number

Curvilinear Transducer C4-1
Curvilinear Transducer C5-2
Curvilinear Transducer C6-2
Curvilinear Transducer C9-3

Curvilinear Transducer C8-3 3D/4D)
Curvilinear Transducer C9-4t

Phase (Sector) Array Transducer P4-1
Phase (Sector) Array Transducer P4-I c

Phased (Sector) Array Transducer P1 0-4
Endo-Cavity Transducer E9-4

Endo-Cavity Transducer E39-4 (3D)
Linear Transducer LI -S
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Linear Transducer L8-3
Linear Transducer LI12-4v
Linear Transducer L14-5sp
Linear Transducer L14-5w

Tran-Esophageal Transducer P8-3T
St. Jude EP ViewFlex PLUS ICE Catheter model 4 VF-PM Part #09-2005

A2CW (Common name Pencil Probe)
ASCW (Common name Pencil Probe)

If your device is classified (see above) into either class II (Special Controls) or class Ill (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 2 1, 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 su~bstantial 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 80 1); 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 53 1-542 of the Act); 21 CFR 1000-1 050.

This lefter 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 80 1), please go to
lhttp://xx'ww.fda.gov/AboutFDA/CentersOff'ices/CDRH/CDRHOffices/ucm Ii 5809.htm 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" (2ICFR Part 807.97). For questions
regarding the reporting of adverse events under the MDR regulation (21 CFR Part 803), please go to
httv://wwwA.fda.9gov/MedicalDevices/Safetv/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 leftter, please contact Shahram Vaezy at
(301) 796-6242.

Sincerely yours,

Dona S. rr
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use Statement

510(K) Number (if known): K101091__

Device Name: The z.one Ultra Ultrasound system

Indications for Use: The device is intended for use by a qualified physician for ultrasound evaluation of
Ophthalmic; Fetal/obstetric, gynecological; Abdominal (renal, GYM/Pelvic; Intra-operative
(abdominal, thoracic, and vascular), Intra-operative neurological; Pediatric; Small organ (thyroid, breast,
testes, etc), Adult & Neonatal Cephalic; Trans-rectal, Trans-vaginal, Trans-cranial, Trans-esophageal
(non-cardiac and cardiac); Musculoskeletal (conventional & superficial); 3D/4D; Cardiac -

Adult/Pediatric/Fetal; Intra-Cardiac; Pelvic; Peripheral vascular; harmonic tissue and contrast imaging
and Tissue elasticity..

Prescription Use AND/OR Over-The-Counter Use _____

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

(PLEASE DO NOT WRITE BELOW THIES LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRLH, Office of In Vitro Diagnostic Devices (OIVD)

Divisio Sij-Of
Office of In Vitro Diagnostic evces
Evaluation and Safety /

Page I of _
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1.3 Diagnostic Ultrasound Indications for use

510(K-) Number (if known):_ _____
System Name: ZONALRE z.one Ultra Ultrasound Diagnostic System
Device Name: Union of all Transducer Types
Indications for Use: This device is intended for use by a qualified physician for ultrasound evaluation of the following: Fetal,
Abdominal, Intraoperative, Pediatric, Ophthalmic, Intra-cardiac, Small organ/parts (breast/testes, thyroid, etc), Transvaginal, Trarnsrectal,
Transcranial, Trans- esoph, Trans-urethiral, OB/GYN, Cardiac, Pelvic, Neonatal/Adult cephalic. Vascular, 3D/4D, Tissue elasticity,
Musculoskeletal, cardiac, Superficial Musculoskeletal, and Peripheral Vascular applications and others as shown below.

General specific B M p CWD Color Combined tfl
B M PWDI CWAD Doppler' Modes'

-Ophthalmic Ophthalmic N ___ N N N
Fetal P P P P P P 7 _
Abdominal P P P P P P
lati-pratie P P p P P

Intit-opernilve (euro) pp _ __ P P -P
Laparroscopic ____

Pediatric P p p p P P P
Pediatric Aux P
Small Organ(Tyrid, P P P P P P
Breast, Testesec) ____

Neonatal Cephalic P P P P P P
General Adult Cephalic P p p p P P
Application Trans-rectal P p p p p

Trans-vaginal P P P P P P
Tranls-urethral
Trans-eSoph. (non- p p P P P. P PI
Card.)I I
Musculo-skel. s
(Conventional) I' p P
Museulo-skel. P P P P P P5.S8
(Suefca)_ _ _ _ _

Intra-luminal
Other (Specify) p p p p p
(3D/4D)
Cardiac Adult PI P P P P P P
Cardia Adult Aux P
Cardiac Pediatric P P P P P P P

Cardiac Cardiac Pediatric Am _______ P
Trans-esoph. (Cardiac) P P P P P P =
Other (Specify) P P P P P
(3D/4D) _ _ _ _ _ _

Other (Intra-Cardiac)' P P P P _____

Peripheral Vessel P P P P P P P

Peripheraul vacular Peiheral Vessel An P
Other (Specify)PPP

[ (03D 140) __ __ _ _ _ __ _ __ _ __ __ _ _ _ __ _ __ _

N = new indication; P = previously cleared by FDA 5 10(k) K022858 & K082326, 'ST. Jude # 073709 E=Added une p eniB
IInclrudes B-Mode and Harmonic (contrst) irnaging (HI)
2Includes PWD-Mode imcaging and High Pulse Repetiton Rare PWD-Mode (IWRI)
IIncludes Color Doppler (CD), Directional Power Doppler (DPD)), and Power Doppler (PD)
Includes B+M, B+M+CM, M+CM, B+CD+Mvfl{M, B4-CD+PWD where CD could represent (CD, DPI), ?D. or BD)

'Color M-Mode (CM)
'Abdomdina include renal, GYN/Pelvic
7'Intra operative includebdomainl, thoraic (cardia) and vascular (PXO

Freehand tissue elasticity

(PLEASE DO NOT WRiTE BELOW THIES LIN1E-CONTINTUE ON ANOTHER PAGE IF NEEDED)

ncrence of CDRLH, Office of In Vitro Diagnostic Devices (OIVD)

Division Sign-Of
Office of In Vitro Diagnotc vces
Evaluation and Safety
510 0(K) Q IPage lof _
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510(K) Number (if known):______
System Name: ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: Curvilinear Transducer C4-1
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

<Olin. 'bo'liciidW iKi .~Y M ~ eftot 1,_____ ___

General Specific Color Combined Ote
(Track I Only) (Track I & Im B M PWD2 CWD Doppler' Modes' ___

Ophthalmic Ophthalmic ______

Fetal E E E E___ BE __

Abdominal E E E __ E _

Intra-operative
(Specify' _ _ _ _ _ _ _ _ _

Intra-operative
(Neuro) _ _ _ _ _ _ _ _

Laparoscopic ___ _ _ _ _ _ _ _ _ _

Pediatric E E H E___ E
Small Organ
(Thyroid, Breast,
Testes, etc.)
Neonatal Cephalic
Adult Cephalic
Tranrs-rectall
Trans-vaginal ___

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

Musculo-skel. E E
(Conventional) E
Musculo-skel.
(Superfcial) ______

Intra-luminal

Other (Specify)
(3D/4D) E E E E E
contrast

Cardiac Adult El E E F H ___

Cardiac Pediatric
Cardiac Trans-esoph.

_____ ____ ____ Other (Specify) _ _

Peripheral IPeripheral vascular
vascular IOther (Specify) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N-+new indication; P-previously cleared by FDA 510(k), E=Added under AppendixEH-____
'Includes B-Mode and Harmonic (contrast) imaging (HI)
2Includes PWrD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
Includes Color Doppler (CD), Directional Power Doppler (DPID), and Power Doppler (PD)

'Includes B+M, B+M+CM, M+CM, B+CD+M+CM, BA-CD-4PWD where CD could represent (CD, DPD, PD, or ED)
Color M-Mode (CM)
6Abdominal includes renal, GYN/Pelvic
Intra operative include abdominal, thoracic (cardiac) and vascular (PV)

SFreehand tissue elasticity

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTIN4UE ON ANOTHER PAGE IF NEEDED)

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

Office of In Vitro Diagn tic Devices
Evaluation and Safety ~

5 10(K) K l i i
Page I of
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510(K)Number (if known): . ._____
System Name: ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: Curvilinear Transducer C5-2
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

General Specific ~~~~~Color Combined Othe,5
General SpckIf&ICI B M PWD2 CW Doppler' Modes4' __

Ophthalmic Ophthalmic _ _______

Fetal P p p ____ pp
Abdormial6 - P p p ____ pp
Intra-operative
(Specify)
Intma-operative
(Neuro)
Laparoscopic
Pediatric p p p p P
Small Organ
(Thyroid, Breast,
Testes, etc.) ____

General ~ Neonatal Cephalic
Generlain Adult Cephalic

applications Trans-rectal __________

Trans-vaginal ______ ______

Trans-urethiral __ _ ____

Trans-esoph. (non-
Card.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Musculo-skel.
(Conventional) _ __ _ _ _ _

Musculo-skel.
(Superficial) _ _ _____ __ _ ____

Intra-luminal ___ ____

Other (Specify)
_____ ____ ____ (3D 14D) _ _ _ _ _ _ _

Cardiac Adult
Cardiac Pediatric _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Criac Trans-esoph.
(Cariac) __

____________ I Other (Specify)
Peripheral IPeripheral Vascular P p pp P
Vascular Other (S ecif)t_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = new indication; P--previously cleard byFDA 510(k)K1(22858 &K082326, EAdded under Appendix E
'Includes B-Mode and Hannonic (contrast) imaging (HI)
2Includes PWFD-Mode imaging and High Pulse Repetition Rate PWvD-Mode (H-PRF)
Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)

4lncludes B+M, B-4M+CM, M+-CM, B+CD4-M4CM, B+CD-4PWD where CD could represent (CD, DPD, PD, or BD)
Color M-Mode (CM)

6Abdominal includes renal, GYN/Pelvic
Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

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

Concurrence of CURB, Office of In Vitro Diagnostic Devices (OIYD)

Office of InVitro Diagnos i Devices
Evaluation and Safety

5 10O(K) ot 7
Page 1 of
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510(K) Number (if known):_ _____
System Name: ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: Curvilinear Transducer C6-2
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

General Specific BC W 2 oplor~ Modes'e Othe?_
____________ (Track I & inl) B M PWD CW Doppler' Modes'_ ____

Ophthalmic Ophthalmic ________

Fetal P P P ___ P P

Abdominal' p p p __ _ pp P

Intrat-operative
(Specify)
Intrat-operative
(Neur) _ _ _ _ _ _ _

Laparoscopic
Pediatric P p p P P ___

Small Organ
(Thyroid, Breast,
Testes, etc.)

General ~ Neonatal Cephalic
Geeaplcain Adult Cephalic

applictions Trans-retal

Trans-vaginal ___

Trans-urethral __

Trans-esoph. (non-

M uCar.)__o_ _ _skel__ _ _ __ _

Musculo-skel.
(SpCovnioal)
Musca-umnlo-k
(SuperfiSpcia ) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

In r -l mn3D_ _ __ _ __ _ __ __D_ _ _ __ _ _

Othrda (Speilt
CardiaPdiari

Cardiac TCrdacs Adult
(Cardiac)Pdarc ___ _______ ____

Cardiac ~Thra(S-ecoph)

Peripheral 1Peripheral Vascular p p P P IP
Vascular Other (Specif) ________

N = new indication; P-previously cleared by FDA 5 10(k) K022858 & K082326, E=Added unader Appendix E
' Includes B-Mode and Harmonic (contrast) imaging (HI)
2 Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)

Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power floppier (PD)
'Includes B+M, B+M+CM, M+CM, B4-CD+M+CM, B4CD-4PWD where CD could represent (CD, DPD, PD, or BD)
'Color M-Mode (CM)

Abdominal includes renal, GYN/Pelvic
1Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

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

Concurrence of CDRLH, Office of In Vitro Diagnostic Devices (OLYD)

Office of In Vitro Diagnosti Devices

5 10(K) J I L ¶
Page 1 of
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510(K) Number (if known):_ _____
System Name: ZONAlRE z.one Ultra Ultrasound Diagnostic System
Device Name: Curvilinear Transducer C9-3
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

i~iiical5At'0lba1 n t t, M t~okritiffi ____ __________

General Specific B M P Color Combined Oter
____ ____ __ (rackI &Il) WD__ CWD__ Doppler' Modes4

__ __

-Ophthalmic Ophthalmic~ ___ ___

Fetal p p p _ p P
Abdominal' P P p ___ pp ____

Intr-operative P , P p p p PI
(Abdominal) _ _

hutr-operative > p p p p p P
(Vascular) __ _ _ _ _ _ __ I__ _ _

Small Organ
(Thyroid, Breast,
Testes etc.)__

General Neonatal Cephalic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

applcatons Adult Cephalic ___

applications Trans-rectal

Trans-vaginal ___

Trans-eurehal
Trans-esoph. (non-
Curd.)
Musculo-skel.P P P PP
(Conventional) ' p p p ppp

Muculo-skel P p p P p PI
Spefcial)

Intra-lurninal
Other (Specify)

___ ___ ___ ___ (3D 14D) _ _ _ _

Cardiac Adult
Cardiac Pediatric ______ ________

Cardiac Trans-esoph.

* te Specify) _ ____

PeihrlPeripheral Vascular P p p ___ pP
Vascular Other (Specify) ____

N = new indication; P--previously cleared by FDA 51I0(k) K082326, E=Added under Appendix E
' Includes B-Mode and Harmonic (contrast) imaging (HI)
2'Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (l{PRF)

Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)
* I4 ncludes B+M, B+M-iCM, M+CM, B+CD+M-+CM, B+CD+PWD where CD could represent (CD, DPD, PD, or BD)

'Color M-Mode (CM)
6Abdominal includes renal, GYN/Pelvic
Intra. operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

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

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

Office of In Vitro Diagnost' Devices

Page 1 of
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510(K) Number (if known):_______
System Name: ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: Curvilinear Transducer C8-3 (3D14D)
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

EGlhifiWUV6ui6Kfi1ftW ____ _ __ ___

General Specific B pD 2 CW Color Combined Ote5
(Track I & 111) B MDoppler' Modes4

____

-Ophthalmic Ophthalmic _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal P p p ____ pp
Abdominl P P p ____pp___

Intra-operative
(Specify) _ _ _ _ _ _ _ _ _ _ _ _

Intra-operative
(Neuro) _ _ _ _ _ _

Laparoscopic _____

Pediatric P p p p p ___

Small Organ
(Thyroid, Breast,
Testes, etc.)

General ~ Peonatal Cephalic
Geeaplain Adult Cephalic _ _ _ _ _ _ _ _ _ _ _

applications Trans-rectal

Trans-vaginal
Trans-urethral __

Trans-esoph. (non-
Card.)
Musculo-skel.
(Conventional)
Musculo-skel.
(Superficial) ___

Intra-luminal

Other (Specify) p p P p p 1
(3D/4D) ___

Cardiac Adult
Cardiac Pediatric ________

Cardiac Trans-esoph.
(Crdac)

_____ ____ ____ Other (Specify) _ _ _ _ _ _ _ _

Peripheral Peripheral Vascular p p P ___ pp ___

Vascular Other (Specify)
N = new indication; P-previously cleared by FDA 510(k) K082326, E=Added under Appendix E
'Includes B-Mode and Harmionic (contrast) imaging (H-il
2Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (IJPRF)

3'Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)
4 Includes B+M, B-IM+CM, M4CM, B4CD-iMA-CM, B+CD+PWD where CD could represent (CD, DPD, PD, or BD)
'Color M-Mode (CM)

6 Abdominal includes renal, GYN/Pelvic
Intra operative include abdominal, thoi-acic (cardiac) and vascular (PV)
Freehand tissue elasticity

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

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

ffce of InVtro Diagn tIc Devices
Evaluation and Safety

5 10(K) -s I
Page 1 of

5 10k Submittal ZONARE Medical Systems, Inc. 6



510(K) Number (if known):______
System Namne: ZONARE z.one Ultra Ultrasound Diagnostic System
DeviceNarre: Curvilinear Transducer C9-4t:
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

General Specific B W2 CD Color Combined Otr'
(Track I Only) (Track I & III) B M PD CD Doppler' Modes4

___

Ophthalmic Ophthalmic ______ ___

Fetal _ _ _ _ _ _ _

Abdominal H E E __ E E__

Intma-operative
(Neuro) _ _ _ _ _ _ _ _ _ _ _

Laparoscopic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Pediatric B E E E E __

Small Organ
(Thyroid, Breast,
Testes, etc.) ____

Neonatal Cephalic E B B E E

General Adult Cephalic ______

application Trans-rectal ___

Trans-vaginal ___ ______

Trans-urethral _ _ _ _ _ _ _ _ _ _ _

Trans-esoph. (non-
Card.)
Musculoskl E E E E E
(Conventional)

Musculo-skel. E E F E E
(Superficial) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Intra-hurrinal _ _ _ _ _ _ __ _ _

Other (Specify)
(3D/4D) H B E E E
Vet abdominal

Cardiac Adult _ _

Cardiac Pediatric E H E E__ E

Cardiac Trans-esoph.
(C ariac) _ _ _ _ _ _ _ _ _

Other (Specify) vet E E E E E
_ _ _ _ _ _ _ _ _ cardiac _ _

Peripheral Peripheral vascular ___ ___ _________

vaclar Other(pcfy __

N = new indication; P--ireviously cleared by FDA E=Aded under Appendix E
Includes B-Mode and Harmonic (contrast) imaging (HI)

2Ilncludes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)
Includes B+M, B+M+CM, M+CM, B+CD+M+CM, B+CD+PWD where CD could represent (CD, DPD, PD, or BD)

'Color M-Mode (CM)
6 Abdominal includes renal, GYN/Pelvic

Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

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

Concurrence of CDRHI, Office of In Vitro Diagnostic Devices (OIVD)

Office of In Vitro Diagnosti Devices
Evaluation and Safety

Page 1 of
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510(K) Number (if known):_ _____
System Name: ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: Phase (Sector) Array Transducer P4-i
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

General Specific B M PD2 CD Color Combiiied Ohr
_________ cr~(rack I & HO) B opl Modes' ___

Ophthalmic Ophthalmic __

Fetal P P p p p p
Abdominal6 P P p p p p ___

Intra-operative
(Specify)' ______

Intma-operative
(Neuro)
Laparoscopic ____

Pediatric P p p p pp___
Small Organ
(Thyroid, Breast,
Testes, etc.) _ _ _ _ _ _ _ _ _ _ _ _ _ _

General Neonatal Cephalic p p P P p p
General ~Adult Cephalic/ftrans P P P P P p P

application Cranial ________p

Tran s-rectal ____

Trans-vaginal _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _

Trans-urethral __ _________

Trans-esoph. (non-
Card.) _ _ _ _ _ _

Musculo-skel.
(Conventional)
Musculo-skel.
(Superfcial) _ _ _ _ _ _ _

Intra-lunninal _ __

____ ___ ___ ___ Other (Specify) _ _ _ _

Cardiac Adult P P P p p p P
Cardiac Pediatric P P P P P P

Cardiac Trans-esoph.
(Cardiac) ___ _____

Other (Specify)

Peripheral IPeripheral Vascular PI PP P PP
vascular Ite Seiy

N = new indication; P--previously cleared by the FDA 5 10(k) K082326, E=Added under Appendix E
'Includes B-Mode and Harmonic (contrast) imaging (HI)
2Includes PWrD-Mode imaging and High Pulse Repetition Rate PWID-Mode (HPRF)
Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)

4 Includes B+M, BA-MICM, M+CM, B+CD+M+CM, B+CDtPWD where CD could represent (CD, DPD, PD, or BD)
'Color M-Mode (CM)

6 Abdominal includes renal, GYN/Pelvic
Intra operative include abdominal, thoracic (cardiac) and vascular (PV)

$Freehand tissue elasticity

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

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

Office of In Vitro Dig stic Devices

5 10(K) K) U
Page 1 of

51k Submittal ZONARE Medical Systems, Inc. 8



* 510(K-) Number (if known):______
System Name: ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: Phase (Sector) Array Transducer P4-ic
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clff~h~~A~ilicifgma MMg Rrali~h#U _____ _

General Specific B M PWD2 CW Color Combined. Othert
___________ (Track I & IHo B________ Doppler' Modes4

Ophthalmic Ophthalmic ___ _ ________

Fetal P P p p p p Y
Abdominal' P P P P F P-F
Intra-operative

Intma-operative
* (Neuro) _ _ _ _ _ _ _

Laparoscopic _____ _ _ _ _ _ _ _

Pediatric p p p F p p
Small Organ
(Thyroid, Breast,
Testes, etc.) _ _

General Neonatal Cephalic P P F p p p
application Adult Cephalic/ trans p p p p p p PI

cranial
Trans-rectal
Trans-vaginal _____

Trans-urethral _ _ _ _ _ _ _ _ _ _ _ _ _

Trans-esoph. (non-
Card.)
Musculo-skel.
(Conventional) ___ _____

Musculo-skel.,
(Superficial) __ ____( ~~~~~~~~~Intra-lurninal ___

___________ ~~Other (S eci ) _ _ _

Cardiac Adult p p p p p
Cardiac Pediatric p p p p p p

Cadac Trants-esoph.
(Cardiac)
Other (Specifr) B E E E E E`
(3D/4D)contrast I_________

Peripheral Peripheral Vascula P p p p p p
vascular Othe(Sci)
N = new indication; P-previously cleared by the FDA 510(k) K082326, E=Added under Appendix E

Includes B-Mode and Harmonic (contrast) imaging (HI)
2'Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)

4Includes B+M, B+M-ICM, M+CM, B-ICD+M+CM, B+CD+PWD where CD could represent (CD, DPD, PD, or BD)
Color M-Mode (CM)

6 Abdominal includes renal, GYN/Pelvic
7 Ibtra operative include abdominal, thoracic (cardiac) and vascular (PV)

Freehand tissue elasticity

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTiNUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRHI, Office of In Vitro Diagnostic Devices (OIVD)

Office of In Vitro Diagno ic Devices

5 10(K) 1010Q9
Page 1 of

5 10k Submittal ZONARE Medical Systems, Inc. 9.



510(K) Number (if known):______
System Name: ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: Phased (Sector) Array Transducer P10-4
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

General Specific Color Combined 0t(TaklIl B M PWD' CWD Dpl oe 4
__

Ohthalmic Ophthalmic ______

Fetal P P P P P P
Abdominl P- P P P *P P

Intrm-operative P P PPPP
(Specify)7 PPP

Intra-operative P P P P PI
(Peuro) _ _ _

Laparoscopic
Pediatric P P P P P P ___

Small Organ
(Thyroid, Breast,
Testes, etc.) _ _ __ _ _ _ _ _ _ _ _

General Neonatal Cephalic P P P P P P
Geeaplcto Adult Cephalic/ trans P

application cranial P P P P PPP

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.) _ _

Musculo-skel.
(Conventional)
Musculo-skel.
(Superficial) __ ___

Intra-lumtinal
____________Other (Specify) ___

Cardiac Adult P P P P P P
Cardiac Pediatric P P P P P P

Cardiac Trans-esoph.
(Cardiac) _ _ _ _______

Other (Specify)
____ ___ ___ ___ (3D /4D ) _ _ __ _ _ __ _ _ _ _ _ _ _

Peripheral IPeripheral Vascular P P P P P P P~
vascular Oter (Specify) I__ __ ___ ________

N = new indication; P~previously cleared by the FDA 5 10(k) K(082326, E=Added under Appendix E
' Includes B-Mode and Harmonic (contrast) imaging (HI)
2 Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
3'Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)
4 Includes B+M, B±M±CM, M±CM, B-4CD-IMI-CM, B+CD-IPWD where CD could represent (CD, DPD, PD, or ED)
'Color M-Mode (CM)
6Abdominal includes renal, GYN/Pelvic
lntra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (O1YD)

Offlee of In Vitro Diagnostic evices

Page 1 of

SI1 k Submittal ZONARE Medical Systems, Inc. 10



510(K) Number (if known):_______
System Name: ZONAIRE z.one Ultra Ultrasound Diagnostic System
Device Name: Endo-Cavity Transducer E9-4
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

NMif AdWINIMM OWNi
General Specific B M PW ' Ci Color Combined 0thee

(Track I Only) (TrackI&LDm__ ___ Dopple? Modes 4

Ophthalmic Ophthalmic _ ____

Fetal P P P ___ P P
Abdominal
Intmn-operative
(SPecify) ___

Intra-operative
(Neuro) _ _

Laparoscopic
Pediatric
Small Organ
(Thyroid. Breast,
Testes, etc.)
Neonatal Cephalic _ _ ____

General Adult Cephalic _ _ ___ ____

application Trans-rectal P P P P P P
Trans-vaginal P P P P P P
Trans-urethral
Trans-esoph. (non-
Card.) _ _ _ _ _ _ _ _

Musculo-skel.
(Conventional) _ _ _ _ _ _

Musculo-skel.
(Superfcial) _ _ _ _ _ _ _ _ _ _

Intra-luminal

Other (Specify)
(3D/4D)

Cardiac Adult
Cardiac Pediatric ___

Cardiac Trans-esoph.
(Cardiac) _ _ _ _ _ _ _ _ _

_____ _____ ____ Other (Specify) ____ _ _ _ _ _

Peripheral Periprheral vasclar _ _

vascular. OteSpecify) I__

N = new indication; P-previously cleared by FDA 510(k) K(022858 & K082326, E=Added under Appendix E
Includes B-Mode and Harmonic (contrast) imaging (HI)
2Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
3Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)

4lIncludes B-IM, B4M4CM, M+CM, B-4CD-4M4CM, B4CD-fPWD where CD could represent (CD, DPD, PD, or BD)
'Color M-Mode (CM)

6 Abdominal includes renal, GYN/Pelvic
Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINTUE ON ANOTHER PAGE IF NEEDED)

Concu ene of CDRH, Office of In Vitro Diagnostic Devices (OLVD)

0 flice of In Vitro Diagnostic Devices

510(K)
Page 1 of

5 10k Submittal ZONARE Medical Systems, Inc. 1I



510(K) Number (if known):______
System Name: ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: Endo-Cavity Transducer E9-4 (3D)
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

General Specific Color Combined OtherW
(Track I Only) (Track I & Ill B M PWD2 CWD Dopntple Modes __

Op~hthalmic Ophthalmic _ _

Fetal P P P P P
Abdominal _ __

Intra-operative
(Specify)'
Intra-operative
(Neuro) _ _

Laparoscopic
Pediatric
Small Organ
(Thyroid, Breast,
Testes, etc.) __

Neonatal Cephalic
General Adult Cephalic
application Trans-rectal P P P P pPl

Trans-vaginal P _P P ___ P P
Trans-urethral
Trans-esoph. (non-
Card.) _ _

Musculo-skel.
(Conventional)
Musculo-skel.
(Superficial)
Intra-luminal

Other (Specify) P P P P P P
(3D/4D)

Cardiac Adult
Cardiac Pediatric

Cardiac Trans-esoph.
(C ardiac) _ _ _ _ _ _ _ _

_______ _____ I Other (Specify)
Peripheral Peihral vascular
vascular Ote Specify)

N = new indication; PNpreviously cleared by FDA 5 10(k) K(082326, E=Added uinder Appendix E ___

Includes B-Mode and Harmonic (contrast) imaging (HI)
2 Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)

Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)
4 Includes B+M, B-IM+CM, M+CM, B+CD+M+CM, B+CD+PWD where CD could represent (CD, DPD, PD, or RU)

Color M-Mode (CM)
6 Abdominal includes renal, GYN/Pelvic

Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINTUE ON ANOTHER PAGE IF NEEDED)

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

Office of In Vitro Diagnosti Devices

Page I of
510k Submittal ZONARE Medical Systems, Inc. i12



510(K), Number (if known):_______
System Name: ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: Linear Transducer L10-5
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

2C~ihi~1 E K6d j7scoetianS.-M!__

General SpecificB W2,CD Color Combined Other',
(Trak I nly) (Track I & III) B M WD WD Dopple? Modes4 8__

Ophthlmic Ophthalmic N N N N
Fetal P P P P P P
Abdominal' P P P _______ P
Intra-operativeo PPP
(Specify)7

', 'PPP

Intra-operative P PIP

Laparoscopic ___ _____

Pediatric P P P P P
Small Organ
(Thyroid, Breast, P P P . P P I
Testes, etc.) P

General Neonatal Cephalic p p P P P
application Adult Cephalic

Trans-rectal
Trans-vaginal
Tranis-urethral
Trans-esoph. (non-
Card.) _ _ _ _

Musculo-skel. PPP5, t

(Conventional) P P PPp
Musculo-skel. P P p p P Ps,'8

(superficial)
Intra-lurninal
Other (Specify)'

____ ___ ___ ___ (3D/4D) ____

Cardiac Adult
Cardiac Pediatric

Cardiac Trans-esoph.
(Criac)

Other (Specify) __ _____

Peripheral Peripheral Vascular P P P p p P
Vascular Other (Specify)

3D14D
N =new indication; P-previously cleared bythe FDA 510(k) K022858& K082326, EAdded under Appendix E
'Includes B-Mode and Harmonic (contrast) imaging (HI)
2Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRI')
Includes Color floppier (CD), Directional Power Doppler (DPD), and Power Doppler (PD)

'Includes B4-M, B+M+CM, M+CM, B+CD-'M+CM, B4CD-I-PWD where CD could represent (CD, DPD, PD, or BD)
'Color M-Mode (CM)
6 Abdominal includes renal, GYN/Pelvic
7Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

(PLEASE DO NOT WRITE BELOW TMS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRIH, Office of In Vitro Diagnostic Devices (OIVD)

Office of In Vitro Diagnostic evices

Page I of

5 10k Submittal ZONARE Medical Systems, Inc. 1 3



510(K9 Number (if known):_ _____
System Name: ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: Linear Transducer L8-3
Indications for Use: Diagnostic ultrasound imaging of fluid flow analysis of the human body as follows:

General Specific pw 2 c~ Color Combined Ohr
(Track I Only) (Track I & 111) B M PWI CD Doppler' Modes4 8

hthahnic Ophthalmic ________

Fetal P P. P _ P P PI
Abdominal' P P P ___ P F ___

Intra-operative P P PPPP
(Specify)7 '~ PPP
Intra-operative P P P P

_(Nlemcn) _ _ _

Laparoscopi~c
Pediatric P P P ___ P P _____

Small Organ
(Thyroid, Breast, P P P P P P
Testes, etc.) P'

General Neonatal Cephalic P P P ____P P _ _

appicaion Adult Cephalic ___ _____

application Trans-rectal

Trans-vaginal _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Trans-urethral
Trans-esoph. (non-
Cardt) __

Musculo-skel. 5a
(Conventional) P P PPP
Musculo-skel. P P P P P P5,8
(Superficial) ____ ____ ____

Intra-luminal
Other (Specify)'

_____ _____ 3D/4D

Cardiac Adult
Cardiac Pediatric __ __________

Cardiac Trans-esoph.
(Criac)

_______ ______ Other (Specify)

Peripheral Peripheral Vascular P P P P P P
Vascular Other (Specify)

3D/4D r I ___I

N = new indication; P--previously cleared by the FDA 5 10(k) K082326, E=Added under Appendix E
Includes B-Mode and Harmonic (contrast) imaging (HI)

2Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
'Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)
4lncludes B-IM, B-IM+CM, M+CM, B+CD-fM-4CM, B-ICDA-PWD where CD could represent (CD, DPD, PD, or BD)
'Color M-Mode (CM)

6 Abdominal includes renal, GYN/Pelvic
Lunta operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Examples may include A-mode, Amplitude Doppler, 3-D imaging, Harmonic imaging, Tissue Motion Doppler, Color velocity imaging

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

nurne of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

0 ice of In Vitro Diagnosi eies

5 10O(K) 1 Wincr
Page 1 of

510k Submittal ZONARE Medical Systems, Inc. 1 4



510(K) Number (if known):_ _____
System Name: ZONARE z~one Ultra Ultrasound Diagnostic System
Device Name: Linear Transducer L12-4v
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Ea 641Ab$Ii~siiti %Mdd
General Specific B W2 CD Color Combined Other'

(Track I Only) (Track I& HD PD CXI Doppler' Modes4

Ophthalmic Ophthalmic _ _ __

Fetal
Abdominal
Intra-operative

Intra-operative

Laparoscopic
Pediatric E E E E E
Small Organ
(Thyroid, Breast, E E B E E
Testes, etc.)
Neonatal Cephalic

General Adult Cephalic __ ___ ___

application Trans-rectal
Trans-vaginal
Trans-urethral ___

Trans-esoph. (non-
Card.)

Musculo-skel. E E
(Conventional B B BBBB
Musculo-skel. E EFEB
(Superficial) E E E E

Intra-luminal

Other (Specify)
(3DI4D) E B H E E E
(vet use too)

Cardiac Adult
Cardiac Pediatric

Cardiac Tras-esoph.

Other (Specify) ___

Peripheral Peripheral vascular E E H
vascular Other (Specify)

N = new indication; P~previously cleared by FDA, B=Added under appendix E,
'Includes B-Mode and Harmonic (contrast) imaging (HI)
2Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
3'Includes Color Doppler (CD), Directional Power Doppler (DPI)), and Power Doppler (PD)
4lncludes B+M, H+M+CM, M-4CM, B+CD+M4CM, B+CD+PWD where CD could represent (CD, DPD, PD, or ED)
Color M-Mode (CM)

6Abdominal includes renal, GYN/Pelvic
Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

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

Concurrence of CDRIH, Office of In Vitro Diagnostic Devices (OIVD)

Office of In Vitro Diagnosi Devices

5 10(K) j(-\ jfl I J
Page I of_

510Ok Submittal ZONARE Medical Systems, Inc. 15



510(K) Number (if known):______
System Name: ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: Linear Transducer L14-Ssp
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

£Idial A6blid4iiit ?t~ ;iA Miidf'ie io"'t~t~
General Specific 2 WD Color Combined Other

(Track Only) (Trc I &, RD B M PWD CW Doppler' Modes4 __

Ophthalmic Ophthalmic ________

Fetal P P P P P -P
Abdominals P P P p P ___

laIm-opeatve P P PPP
(Specify P
Intrat-operative P P P P
(Neuo _

Laparoscopic
Pediatric P P P P P PI__
Small Organ P
(Thyroid, Breast, P P P P P P
Testes, etc.)
Neonatal Cephalic P P P P P

General Adult Cephalic _ _

.application Trans-rectal __ _ ____ _____

Trans-vaginal _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Trans-urethral _ _ _ _ _ _ _ _

Trans-esoph. (non-
Card.)
Muscul-skel. P P

(Conventinl _

Musculo-skel. P P P P PPIa
(Superficial) ____

Intra-huninal
Other (Speci&)i'__

___ ___ ___ 3D 14D _ _

Cardiac Adult _ _ _ _ _ _ _ _

Cardiac Pediatric ___ ___

Cardiac Trans-esoph.
(Criac) ___ ____

FOther (Specify) _ _ _ _ _ _ _ _ _ _

Peripheral Prperal Vascular P P P P P

Vascular Other (Specify)
3D/4D _______

N = new indication; P-previously cleared by the FDA 5 10(k) K(082326, E=Added under Appendix E
'Includes B-Mode and Harmonic (contrast) imaging (HI)
2Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
3Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)
'IcudsB+M, B-IM+CM, M+CM, B+CD4-M+CM, B4CD+PWD where CD could represent (CD, DPD, PD, or BD)
'Color M-Mode (CM)
6Abdominal includes renal, GYN[Pelvic
Intra. operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Examples may include A-mode, Amplitude Doppler, 3-D imaging, Harmonic imaging, Tissue Motion Doppler, Color velocity imaging

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

Cnrrne of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Office of In Vitro Diagnost cDevices

510(K) A JILql~
Page I of

510k Submittal ZONARE Medical Systems, Inc. 16



510(K) Number (if known):______
System Name ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: Linear Transducer L14-5w
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

General Specifi B W' CColor Combined OtheA
(Track I Only) (Tac I &Im WD CD Dop Modes4

___

Ophthalmic Ophthalmic __ __ __ ___ ___

Fetal P P P _ P P
Abdominal' P P P ___ P P

Intra-operative P P P P P

Intra-operative P P P P P
(Neurm) _ _ _ _ _ _

Laparoscopic ______ _____

Pediatric P P IP P P ___

Small Organ P
(Thyroid, Breast, P P P P P Ps
Testes, etc.)

General Neonatal Cephalic P P P P P
appicaion Adult Cephalic _ _________

application Trans-rectal

Trans-vaginal ___ __ _ ____

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

Musculo-skel. P P PP s
(Conventional) P P PPPP,
Musculo-skel. P P P P s
(Superficial) _____

Intra-luminal
Other (Specie~)'

_____ _____ 3D/4D
Cardiac Adult
Cardiac Pediatric

Cardiac Tmans-esoph.
(Criac)

_______________ O the (Specif') _ _ _ _ _ _ _ _

Peripheral Peripheral Vascular P P P P. P p8

Vascular Other (Specify)
3DI4D

N = new indication; P-previously cleared by the FDA 5 10(k) K082326, E=Added under Appendix E
'Includes B-Mode and Harmonic (contrast) imaging (HI)
2Includes PWVD-Mode imaging and High Pulse Repetition Rate PWID-Mode (HIPRE)
Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)

'Includes B-IM, B-lM-ICM, M+CM, B+CD+M+CM, B+CD+PWD where CD could represent (CD, DPD, PD, or BD)
Color M-Mode (CM)

6Abdominal includes renal, GYN[Pelvic
Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Examples may include A-mode, Amplitude Doppler, 3-D imaging, Harmonic imaging, Tissue Motion Doppler, Color velocity imaging

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

ocr ccof CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Dtvisioni Sigrif-O I
Office of In Vitro Dianosi e
Evaluation and Safety

5 10O(K) J~~cL2L 0
Page 1 of

5 10k Submittal ZONARE Medical Systems, Inc. 17



510(K) Number (if known):______
System Name: ZONARE, z.one Ultra Ultrasound Diagnostic. System
Device Name: Tran-Esophageal Transducer: P8-3T
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

General Specific pWD2 CWD ~~Color Combined Other",

(Track I nly) (Track I& 111) ___M _____ _____ Modes' a__

Ophthalmic Ophthalmic- - ___

Fetal
Abdominal ___ __ ____

Intra-operative
(Specfy) 7

Intrii-operative
(Neuro)
Laparoscopic
Pediatric ___

Small Organ
(Thyroid, Breast,
Testes, etc.) ___ _____

General Neonatal Cephadic __________________

Ge eaplain Adult Cephalic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

applictions Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non- P p P P P P P
Card.) I_ _ _ _ _ _ __ _ _ _ _ _ _

Musculo-skel.
(Conventional)
Musculo-skel.
(Superficial) ______ ______ ____

Intra-huninal
Other (Specify)
(3D/4D) ____ __ ___

Cardiac Adult
Cardiac Pediatric ____

Cardiac Trans-esoph. P. p P P P P PI
(C rd ac) _ _ _ _ _ _ _ _ _ _

_________ O ther (Specify) _ _ _ _ _ _

Peripheral IPeripheral Vessel _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Vessel Other( p cf )_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N =new indication; P-previously cleared byFDA 510(k) K082326, EAppendix E
' Includes B-Mode and Harmonic (contrast) imaging (HI)
2 Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)

Includes Color Doppler (CD), Directional Power Doppler (OPD), and Power Doppler (PD)
4 Includes B-IM, B+M+CM, MA-CM, B+CD+M+CM, B+CD+PWD where CD could represent (CD, DPD, PD, or BD)
'Clo M-Mode (CM)
'Adoinlincludes renal, GYN/Pelvic
7Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUJE ON ANOTHER PAGE IF NEEDED)

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

Office of In Vitro Diagnostic Devie
Evaluation and Safety

5 10(K) r
Page 1 of

51l0k Submittal ZONARE Medical Systems, Inc. IS8



510(K) Number (if known):_ _____
System Name: ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: St. Jude EP ViewFlex PLUS ICE Catheter model # VF-PM Part #09-2005
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

General Specific B WD W Color Combined Ote'
(Track I Only) (Track I & III) B MDoppler9 Modes 4

Ophthalmic Ophthalmic _ _ _

Fetal
Abdominal ___

Intra-oprtve

Intra-operative
(Neuro) __ _ _

Lap are scopic ______

Pediatric _ _ _ _ _ _

Small Organ
(Thyroid, Breast,
Testes, etc.) ______ _ _ _ _ _ _

Neonatal Cephafic

General Adult Cephalic _ _

application Trans-rectal ____

Trans-vaginal
Trans-urethiral
Trans-esoph. (non-
Card.) __ __

Musculo-skel.
(Conventional) ___ ________

Musculo-skel.
(Superficial) ____ ______ ____

Intra-lumninal _ _ _ _ _ _ _ _ _ _ _ _ _

Other (Specify)
(3D/4D)

Cardiac Adult
Cardiac Pediatric ____

Cardiac Trans-esoph.

Other (Intra-Cardiac) P p p ___ p
Peripheral PeIpea vascular __ ___ ____

vascular Ohr(Specf) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N = new indication; P--previously cleared by FDA 5 10(k) K03 1066 & K073709, E=Added under Appendix E
'Includes B-Mode and Harmonic (contrast) imaging (HI)
2Includes PWID-Modle imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
3Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)
'Includes B+M, B+M-ICM, MI-CM, B+CD+M+CM, B-ICD-4PWD where CD could represent (CD, DPID, PD, or ED)
'Color M-Mode (CM)

6 Abdominal includes renal, GYN/Pelvic
Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
aFreehand tissue elasticity

(PLEASE DO NOT WRITE BELOW THIS Luff-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OLYD)
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510(K) Number (if known):_ _____
System Name: ZONARE z.one Ult ra Ultrasound Diagnostic System
Device Name: A2CW (common Dame Peucil Probe)

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

trI $l6icaiwi 4M~ z~~>~ i tt_2;Mif2 _d_

General Specific 2Color Combined Other'
(TracklIOnly) (TracklI&llHD B M PWD' CVWD Doppler' Modes' ___

Ophthalmic Ophthalmic __________

Fetal
Abdominal
Intra-;perative
(SPecify __ _ __ _ __ _ _

Intma-openative
(Neuro) _ _____

Laparoscopic
Pediatric ____P _ ____

Small Organ
(Thyroid, Breast,
Testes, etc.) _ _ _ _ _ _ _ _ _ _

Neonatal Cephalic _ _

General Adult Cephalic _____

application Trans-rectal
Trans-vaginal
Trans-urethiral
Trans-esoph. (non-
Card.)
Musculo-skel.
(Conventional) _ _

Muscuto-skel.
(Superfcial) ___

Intra-luminal

Other (Specify)
(3D/4D)

Cardiac Adult P
Cardiac Pediatric _ _ P _ ________

Cardiac Trans-esoph.

____________IOther (Specify) ___

Peripheral Peripheral vascular _ ______

vascular Other (Specify) ___

N = new indication; P--previously cleared by FDA 5 10(k) K(082326, E=Appendix E
'Includes B-Mode and Harmonic (contrast) imaging (HI)
2Includes PWID-Mode imaging anid High Pulse Repetition Rate PW'D-Mode (HPRF)
'Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)

4 Includes B+M, B+M-ICM, M+CM, B+CD+M+CM, B+CD+PWD where CD could represent (CD, DPD, PD, or BD)
'Color M-Mode (CM)
6Abdominal includes renal, GYN/Pelvic
lntra. operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

(PLEASE DO NOT WRITE BELOW THIES LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
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510(K) Number (if known): . ._____
SystemName: ZONARE z.one Ultra Ultrasound Diagnostic System
Device Name: ASCW (Common name Pencil Probe)
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

o T '6fpeatdlt>_ _ __ _____ -General Specific - __ -Color CombinedOte(Track I Only) (TakSt ff B M PWD' CWD Doppl& r od
Ohthalmic Ohhli

Fetal
Abdominal- - - _ __

Intra-operative

Intra-operative

Pediatricp
Small Or-gan-
(Thyroid, Breast,

Neonatal Cephalic - - -_____

General AutCpai
application Trans-rectal - -_____ 

_____Transvaginl- 
-__ _ _ _ _ _ _ _ _Tras-rtha

Trants-esoph. (non- - - -

Musculo-skel.- - ___

Museulo-skel.- 
___

Intra-lurninal- -
_____

Other (Specify)
(3D/4D)

Cardiac Adult
Cardiac Pediatric

Cardiac Trans-esoph.

__ __ _ __ __ _ O ther Sp cfy - _ __ _

Peripheral Peripheral vascular- Pvascular Ote Seiy - -- - -___ ___ __

N=new indication; PNpreviul clae yFA50k (836~pnix E
'Includes B-Mode and Harmonic (contrast) imaging (HIf)
2Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
3Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)

4 Includes B+M, B+M-ICM, M4CM, B+CD+M+CM, B+CD+PWD where CD could represent (CD, DPD, PD, or BD)'Clo M-Mode (CM)
6Abdominal includes renal, GYN/Pelvic
Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

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

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