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Dear Mr. Strawn:

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 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 Eye Cubed Version 4 Diagnostic Ultrasound, as described in your premarket
notification:

Transducer Model Number

40 MHz Anterior Segment B-Scan
10 MHz Posterior Segment B-Scan

10 MHz Biometric A-Scan
*8 MHz Diagnostic A-Scan

20 MHz Anterior Segment B-Scan
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If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (21 CFR Pant 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER 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 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 http://ww, w.fda. gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucmn 15809.htm for
the Center for Devices and Radiological Health's (CDR-H's) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification" (21lCFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda. gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Andrew Kang at
(301) 796-6544.

/DavidG rwn hD
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

5 10(k) Number (if known): k103508
Device Name: Eye Cubed Version 4 Diagnostic Ultrasound DEC 2 7 2010

Indications for Use:

The Eye Cubed V4 is indicated for use in ophthalmic imaging when the following
conditions are present or suspected:

-= Cataracts

=> Retinal Detachments (a separation of the retina from the middle coat of the
eyeball)

=>Orbital Lesions

z~Tumors.

r~Foreign bodies

=> Inflammation

>~ Vascular Irregularities

Refer to the Attachments for the Diagnostic Ultrasound Indications for Use Forms

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

(Part 21 CFR 801FSubpart D) (21 CFR 807 Subpart C)

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

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

(Division Sign-Off)Pae1o

/Division of Radiological Devices
officeogf in Vitro Diagnostic Device Evaluation and Safety

610KAi& o



Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system

Transducer Name Ophthalmic 40 MHz Anterior Segment B-scan transducer

Intended Use Anterior 40 MHz B-scan imaging of the eye

510(k) Number K, 3£o

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

Mode Opertion

Clinical Application Colour Amplitude Colour Combine OtherA B M PWD CWD DoVelocity d(seiyDopper opper ging (specify)

Ophthalmic N

Fetal

Abdominal

lntraoperative(specfy)

lntraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans esoph ageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic
Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other(specify) 
_________ ________________ 

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

-Additional
Comments: Indicated use for - B-scan anterior segment imaging

(PLEASE O NOT WRITE BELOW THIS u2= TINUE ON ANOTHER PAGE IF NEEDED)
cenc 7 POSH of De e Evtation (ODE)

Prescription Use (Per 21 CFR 801.109) (DivsomSg-l
Division of Radiologcal Deics

office of i Vitro Diagnostic Devrice Evaluation and Safety

610K- , D n'

t3 System-ARID Special 510(k)

24



Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system

TransducerName Ophthalmic 10 MHz Posterior Segment B-scan transducer a 27 200
Intended Use Posterior 10 MHz B-scan imaging of the eye

510(k) Number K083061, K ,03So

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

Mode of 0ration

Clinical Application A B NI PWD GWD Color Apiue Clu Combine ~elour 7mplit elct d 'T(t
Doppler Doppler Imaging (seiy (specify)

Ophthalmic P_ Pmgn 
SpcIiy

Fetal
Abdominal

lntraoperative~speciy)

Intraoiperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal
Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic
Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Otherfspecify) _________ _________________

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

Additional Comments: _____________________ _________

(PLEASE DO NOT WRITE BELOW THIS uNE-CONTINUE ON ANOTHER PAGE IF NEEDED)
ConojrtOf coRH. OIte of D&vic Evafiation (ODE)

Prescription Use (Per 21 CFR 801.109)

(isonSign-.f

DivSion of fladiologtcal Devics
Offics of In Vitro Diagnostic Device Evaluatof and SafetY

________________________13 System-ABOD Special 510(k)

20



Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system

Transducer Name Ophthalmic 10 MHz Biometric A-scan transducer - EC 2 7 2010
Intended Use 10 MHz Biometric A-scan imaging of the eye

510(k) Number K083061, o9 -

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

Mode O eration
Clinical Application Aoou Amliud Colour Combine ~e

A B M PIND CWD coplour Ampliud Veloity dOte
B - PW Dpplr opper Imaging (specify) (specif)

Ophthalmic P

Fetal
Abdominal

lntraoperative(specify)

lntraoperative Neurological
Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

-Transesophageal
Transrectal

Transvaginal

Transurethral

Intravascular

Penipheral Vascular

Laparoscopic
Musculo-skeleta
Conventional

Musculo-skeletal Superficial

IOther(speciy) _______________________

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

Additional
Comments: Indicated use for - Biometric A-scan

(PLEASE DO NOT WRITE BELOW TIS ON NE TIN 'N ANOTHER PAGE IF NEEDED)
Concurenc of ONt C Evaluation (ODE)

Prescription Use (Per 21 CFR 801. 109)

Division of Radiological Devices 13 Syse-BDS cil50k
Office of In Vitro Diagnostic Device Evaluation end Safety stmACSeil5(k

StOIC(



Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system

Transducer Name Ophthalmic 8 MHz Diagnostic A-scan transducer
Intended Use 8 MHz Diagnostic A-scan imaging of the eye DEC 2 7 2010
51 0(k) Number K083061 /, k/ 03PA9

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

Clinical Application A B M PWO owD Colour Amplitude Celocit Combined Other
Doppler Doppler Veimigty dN sei

Ophthalmic P?

Fetal
Abdominal

lntraoperative(specify)

Intreoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

-Transesophageal
Trans rectal

Transvaginal

Transurethrall

Intravascular

Peripheral Vascular

Laparoscopic
Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other(specify)
N= new indication; P=previously cleared by FDA; E=added under Appendix E

-Additional
Comments: Indicated use for - Diagnostic A-scan

(PLEASE DO NOT WRITE BELW 1N TINUE ON NOTHER PAGE IF NEEDED)
Concurey97 O~ff"eof DeicEahton (ODE)

Prescription Use (Per 21 CFR 801.109) -7Sg0

Division at Radiological Devices
Offic of In Vitro Diagnostic Device Evaluation and SafetVY

13 System-ABC) Special 510(k)

22



Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system

Transducer Name Ophthalmic 20 MHz Anterior Segment 8-scan transducer

intended Use Anterior 20 MHz B-scan imaging of the eyeDE 27 20
510(k) Number K0830611 K 11030?

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

- - ~~Mode O peraion ___ ___

Clinical Application A B M Pwn CW oor mltd Colour Combine Other
Coplour Ampplue Veloity d(peiy

Doppler Doppler Imaging (specify) ____

Ophthalmic P
Fetal
Abdominal

lntraoperative(specify)

lntraoperatkve Neurological
Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic
Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other(specify) ____ __________________________________

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

-Additional
Comments: Indicated use for - B-scan anterior segment imaging

(PLEASE DO NOT WRITE BELOW THIS UNESQ'JTINUE ON ANOTHER PAGE IF NEEDED)
oncurrence of 0 Office Devce Eveluafion (ODE)

Prescription Use (Per 21 CFR 801. 109) Z oso Sg;f)::

Division of Radiological DeviosdSaft
office oft11n Vitro Diagnostic Devce Evaluation andSft

510K }A\\) 3( n 13 System-ABC Special 510(k)
23


