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Dear Mr. Rimer:

We have reviewed your Section 5 10(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 commnerce 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 eZono, 3000, as described in your premarket notification:

Transducer Model Number
8LA 30CL60

8LA-SC 35CL20
1 2LA 35CL60

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing majdr 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 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 53 1-542 of the Act); 21 CFR 1000-1050.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucml 15 809.htm for
the Center for Devices and Radiological Health's (CDRI-'s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR reg ulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReyortaProblem/Jdefault.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Jay Vaisbnav at
(301) 796-9584.,

Sincerely Yours,

mne M.MorS
t ing Directdr

ivision of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health



Indications for Use

5 10(k) Number (if known):

Device Name: eZono 3000

Indications for Use:

The intended use of the eZono 3000, as defined by FDA guidance documents, are:

-Ophthalmic Musculo-skeletal (Conventional)
Fetal (as enumerated in the IFU Tables) Musculo-skeletal (Superficial)

-Abdominal Retroperitoneum
Pediatric Female reproductive system and foetus
Small Organ (breast, thyroid, testicle) Cardiac (Adult)
Invasive diagnostic or therapeutic procedures Cardiac (Pediatric)
Peripheral vessel __________________

Prescription Use VAND/OR Over-The-Counter Use ___

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

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

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

Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510(k Number 40 4

PagelIof 1



System: eZono 3000

Transducer: 81-A

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

Clinical Application .Mode of Operation
General Specific B M PWD CWD Color Combined Other
(Track 1 Only) (Tracks 1 & 3) Doppler (B + CD) (Color

(CD) Power
______________________ _________ _________ Doppler)

Ophthalmnic Ophthalmic _ __ ____

Fetal
Abdominal
Intra-uperative (Specify) _________________________

Intra-operative (Neuro)
Laparoscopic
Pediatric P. N ____P P N
Small Organ (e.g. testicles, P N P P N
lymph nodes, thyroid)
Neonatal Cephalic
Adult Cephalic
Trans-rectal

Fetal Trans-vaginal
Imaging Trans-urethral
& Other Trans-esoph; (non-Card.)

Musculo-skeletal P N P P N
(Conventional)
MKusculo-skeletal P N P P N

* (Superficial)
Intravascular
Invasive diagnostic or P N P P N
therapeutic procedures (e.g.
biopsies, punctures, free fluid
detection, regional anesthesia,
vascular access)

*Superficial stuctures & P N P P N
____________pathologies (incl. Lungs) _____ --

Cardiac Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)

-Trans-osoph. (Cardiac)
Intra-cardiac

_________ Other (Specify) _ ______

Peripheral Peripheral vessel P N ___ ___ P N
IVessel IOther (Specify) I______ I_____

N = new indication; P = previously cleared by FDA; EF added under this appendix
*Exaxnples of otller modes of operation may include: A-modie, Amplitude Doppler, 3-D

Inning, Harmo cImaging, Tissue Motion Doppler, and Color Velocity Imaging

c InV Di stic Devte Evaluation and Safety
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System: eZono 3000

Transducer: BLA-SC

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

Clinical Application Mode of Opration

General Spcfc B M PWD CWD 'Color Combined Other*
(Track I ny) (Tracks I & 3) Doppler (B8+ CD) (Color

(CD) Power
Ord Doppler)

Ophthalmic Ophthalmic

Fetal

liutr-operative (Neuro)

PdarcP N P P N
-Small Organ (e.g. testicles, P N P P N
lymph nodes, thyroid)

Trans-rectal

Fetal Tranrs-vaginal
Imging Trans-urethral
& Other Trans-esoph. (non-Caid.)

Musczulo-skeletal P N PP N
(Conventional) __ _________

Musculo-skeletal P N P P N
(Superficial) _ __

Intravascular _________ ______ ______

*Invasive diagnostic or P N P P N
therapeutic procedures (e.g.
biopsies, punctures, free fluid
detection, regional anesthesia,

* vascular access)
Superficial structures & P N P P N

_____________pathologies (nc. Lungs)

Cardiac Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)
Trans-esoph. (Cardiac)
Intr-cadiac

Other "(Specify) =-_--___ _______

Peripheral Peripheral vessel - P N _ __ _ P P N

Vessel IOther (Speify)
N = new indication; P = previously cleared by FDA; E = added under this appendix
*Examples of other modes of operation may include: A-mode, Amplitude Doppler, 3-D
Imaging, Haionic Imaging, Tissue Motion Doppler, and Color Velocity Imaging

office I Vitro Diagnostic Device Evaluation and SafetY



System: eZono 3000

Transducer: 1 2LA

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

Clinical Applicaton Mode of Operation _____ ____

General Specific B M PWD CWD Color Combined Other*
(Track I Only) (Tracks I & 3) Doppler (B + CD) (Color

(CD) Power
____________ ______________________ _________ _________ Doppler)

Ophthalmic Ophthalmic ___________

Fetal
Abdominal
Intra-operative (Specify)
Ritra-operative (Neuro) _______

Ularoscopic
Pediatric .P N P P N
(excluding transcrnial)
Small Organ (e.g. testicles, P N P P N
lymph nodes, thyroid) ___

Neonatal Cephalic
Adult Cephalic

FetalTrans-rectal
Fetalin Trans-vaginal

ImagingTrans-urethral
& Other Trans-esoph. (non-Card.)

Musculo-skeletal P N P P N
(Conventional)
M usculo-skeletal P N P P N
(Superficial)
Intravascular
Invasive diagnostic or P N P P N
therapeutic procedures (egI
biopsies, punctures, free fluid
detection, regional anesthesia,
vascular access)
Superficial structures & P N P P N

____________pathologies finc. Lungs) _____

Cardiac Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)

Trani-esoph. (Cardiac) _________

Intra-cardiac
_________ Other (Specify) _ __ -

Peripheral Peripheral vessel P N _ __ __ P P N
Vessel Other (Specify) _____

N = new indication; P = previously cleared by FDA; E = added under this appendix
*Examples of other modes of operation may include: A-mode, Amplitude Doppler, 3-Dl
Ima ging, Harmonic Imna ,Tissue Motion Doppler, and Color Velocity Imaging

Office c bDensi ce Evaluation arid Safety
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Systern: eZono 3000

Transducer: 30CL60

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

Clinical Application Mode of Operation _ _ _____

General Specific B M PWt) CWD Color Combined Other
(Track I Only) (Tracks I & 3) Doppler (B + CD) (Color

(CD) Power
____________ ______________________ _________ _________ Doppler)

Ophthalmic Ophthalmic _____

Fetal P N P p N
Abdominal P N _ __ __ P P N
Intra-operative (Specify)
Intra-operative (Neuro)
[aparoscopic
Pediatric P N P p N
Small Organ (Specify)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal

Fetal Trans-urethral
Imaging Trans-esoph. (non-Card.)
& Other Musculo-skeletal

(Conventional)
Musculo-skeletal
(Superficial)
Intravascular
Invasive diagnostic or P N P P N
therapeutic procedures (e.g.
biopsies, punctures, free fluid
detection, regional anesthesia,
vascular access)
Retroperitoneum P N P P N
female reproductive system and P N P P N
foetus (Iranscutaneous) _____

Cardiac Cardiac Adult

Cardac Pediatric
Intravascular (Cardiac)
Trans-esoph. (Cardiac)

Intra-cardiac
Other (Specify) _________________

Pen pheral Periheral vesel
Vessel Ohr(pecf)- - - --

N = new indication; P = previously cleared by FDA; E =added under this appendix
*Examples of other modes of operation may include: A-mode, Amplitude Doppler, 3-D
Imaging,FHannonichlnagi ,Tissue Motion Doppler, and Color Velocity Imaging

of In Vfl - Device Evaluation and Safety



System: eZono 3000

Transducer: 35CL20

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

Clinical Application Mode of Operation
General Specific B M PWD CWD Color Combined Other*
(Track I Only) (Tracks I & 3) Doppler (B3 + CD) (Color

(CD) Power
___________ _____________________ _________ _________ Doppler)

Ophthalmic Ophthalmic _____ __________

Fetal N N N N N
-Abdominal N N N N N
Intra-operative (Specify)
hn-operative (Neuro)
Laparoscopic
Pediatric N N N N N
Small Organ (Specify)
Neonatal Cephalic

* Adult Cephalic
Trans-rectal

* Trans-vaginal

Fetal Trans-ureffhral
Imaging Trans-csoph. (non-Card.)
& Other Musculo-skeletal

(Conventional)
Musculo-skeletal
(Superficial)
Intravascular

Iasive diagnostic or N N N N N
therapeutic procedures (e.g.

* biopsies, punctures, free fluid
detection, regional anesthesia,
vascular accss)

* Retroperitoneum N N -___N N N
female reproductive system and N N N N N
foerus (transcutaneous) ____ _____

Cardiac Cardiac Adult N N N N N
Cardiac Pediatric N N N N N

* ntravascular (Cardiac)
Trarns-esoph. (Cardiac)
Intra-cardiac

____________Other (Specify) ___________

Peripheral Peripheral vessel
Vessel IOther (Specify) _____

N = new indication; P = previously cleared by FDA; E = added under this appendix
Fxape ofI othe "'odes of operation may include: A-mode, Amplitude Doppler, 3-D

imnaging.Harmonic raging, Tissue Motion Doppler, and Color Velocity Imaging

in V1tr Oa CaevC2 Evaluation and Safety



System: eZono 3000

Transducer: 35CL60

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

Clinical Application Mode of Operation ___ __________

General Specific B M PWD CWD Color Combined Other*
(Track I Only) (Tracks I & 3) Doppler (B + CD) (Color

(CD) Power
____________- - - - Doppler)

Ophthalmic Ophthalmic ___________

Fetal P N _ P P N
Abdominal P N P P N
Intra-operative (Specify)
Intra-operative (Neuro)

* Laparoscopic
Pediatric P N P P N
Small Organi (Specify)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vainal

Fetal Trans-urethralI
Imaging Trans-esoph. (non-Card.) _ ___

& Other Musctilo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Intravascular
Invasive diagnostic or P N P P N
therapeutic procedures (e.g.
biopsies, punctures, free fluid
detection, regional anesthesia,
vascular access)
Retroperitoneum P N P P N

female reproductive system and P N P P N
foetus (transcutaneous)- - - ----

Cardiac Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac) _____

Trans-esoph. (Cardiac)
Intra-cardiac

Other (Specify)- - - -

Peripheral Peripheral vessel
Vessel Other (Specify) ______

N = new indication; P = previously cleared by FDA; E =added under this appendix
*Examples of other modes of on my include: A-mode, Amplitude Doppler, 3-D

Imaging, Hlarnonic Imaging, Tis ue otion Doppler, and Color Velocity Imaging

ar' ln--Wiiistic Device Evaluation and Safety
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S ystemi: eZono 3000

Transducer: currently supported'

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

Clinical Application Mode of Operation ___

General specific B M PWD CWD Color Combined Other*
(Track I Only) (Tracks I & 3) Doppler (B + CD) (Specify)

_________ ________________(CD)

Ophthalmic Ophthalmic ___________

Fetal P N _ P P N
Abdominal P N _ _ __ P PN
Intra-operative (Specify) _______

intra-operative (Neuro)
Laparoscopic
Pediatric P N P P N
(excluding transcranial &
neonatal)
Small Organ (e.g. testicles, P N P P N

* lymph nodes, thyroid)
Neonatal Cephalic
Adult Cephalic
Trans-rectal - -

Trans-vaginal
Fetal Trans-urethral
Imaging . Trans-esoph. (non-Card.)
& Other Musculo-skeletal P N P P N

(Conventional)
Musculo-skeletal P . N P P N
(Superficial)
Intravascular
Invasive diagnostic or P N P P N
therapeutic procedures (e.g.
biopsies, punctures, free fluid
detection, regional anesthesia,
vascular access)
Retroperitoneum P N _ _ __ P P N
female reproductive system and P N P P N
foetus (transcutaneous)
Superficial stictures & P N P P N

_____________pathologies _____ ______

Cardiac Cardiac Adult N N N N N
-Cardiac Pediatric N N __ _N N N

Intravascular (Cardiac)
Trans-esoph. (Cardiac)
Intra-cardiac
Other (Specify) ___________

Peripheral Peuipheral vessel P N P P N
Vessel Other (Specify) I

N = new indication; P = previously cleared by FDA; E = added under this appendix
Xap~s fohe Modsofcct1i may. mc. 4... A -. fl. Anp'an- Dop r 3-'

Imaging, Hannonic Imaging, Tissue Motion Doppler, and Color Velocity Imaging

1. supported transducer models 8LA,.SLA-SC , 12LA 35CL60, 35CL20 and 30CL.60. See their corresponding

Office n itr Dii i Evauatio nSft


