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Mr. Tom Davis
* General Manager ' » JAN - ¢ 2009
- Ellex Innovative Imaging ' o
9940 Business Park Drive, Suite 165
SACRAMENTO CA 95827

Re K083061 ' .
Trade/Device Name: I’ SYSTEM-A.BD Ver.4.0 (Eye Cubed V4)
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: 11
Product Code: IYO and ITX
Dated: December 4, 2008
Received: December 8, 2008

Dear Mr. Davis:

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
mterstate 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 equwalencc applies to the followmg transducers intended for
use with the I’ SYSTEM-ABD Ver.4.0-(Eye Cubed V4), as described in your premarket
notification:

Transduber Model Number

10MHz Posterior Segment B-scan
10MHz Biometric A-scan
8MHz Diagnostic A-scan
20MHz Anterior B-scan




Page 2— Mr. Davis

If your device is classified (see above) into either class Il (Special Controls) or class IIT (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 hot mean
that FDA has made a determination that your device complies with other requlrements 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) re_gulatioﬁ (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
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
. (240) 276 3150 or at its Internet address http://www fda.gov/cdrh/industry/support/index.html

If y_ou have any questions regarding the content of this letter, please contact Andrew Kang, M.D.. |
at (240) 276-3666.

| Sincerely yours,

é—/ Janine M. Morris |
Acting Director, Division of Reproductlve

Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radlologlcal Health

Encl’osure(é),



3.1 Attachment: Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system

Transducer Name | Ophthalmic 10MHz Posterior Segment B-scan Transducer

Intended Use . Posterior 10MHz B-scan Imaging of the Eye
510(K) Number KO83061

Intended Uise: Diagnostic ultrascund imaging or fluid fiow analysis of the human body as follows:

Mode of Operétion

Colour Comhbina
“Veloclty | d
Imaging | (specify)

Other
(spacify)

Colour Amplitude
Doppler | Doppler

Clinical Application A BE | M PWD CwWD

Ophthalmic ' P

Fetal,

Abdominal

Intrapperativelspecify)

Intracperative Neurclogical

Pediatric

Small Organ (specify)

._Necnatal Cephalic
Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

‘| Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Supericial

Otherlspecify)

N= new'indic:ation; P=previously cleared by FDA; Ex=added under Appendix E,

Additional Comments: -

{PLEASE DO NOT WAITE BELOW THIS LINE— CONTINUE ON ANOTHER PAGE IF NEEDED)
Concumenca of CDRH, Office of Device Evaluation {ODE)

Prescription Use (Per 21 CFR 801.109)

BHO{K)

¥ System-ARD Spacia!

Division of Reproductive, Abdominal and
Radiological Devices

51000 Number . IKOL20( |




3.1.2. Attachment: Diagnostic Ultrasound Indications for Use Form

Fill out one form for each ultrasound system

Transducer Name | Ophthaimic 10MH2 Biometric A- scan Transducer

Intended Use 10MHz Biometric A-scan Imaging of the Eye
510(K) Number KO83061 ‘

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

Moda ¢f Operation

Colour. Combine

A letum | rpwo |owo Colour Amplitude velocity | d Other

(specify)

Clinical Application -

Doppter | Doppler |\ e ing | tspecify)
Ophthalmic P V

Fetal

Abdominal

Intracperativel{specify)

Intraoperative Neurological

Pediatric

Small Organ {specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transursthral

Intravascular

Pearipheral Vascular

Laparoscopic

Musculo-skeletal
Conventicnal

Musculo-skeletal Superficial

Other(spacify]:

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

Additional Comments:

{PLEASE DO NOT WRITE BELOW THIS UNE —CONTINLE ON ANOTHER PAGE iF NEEDED) -

Concurrence of GDRH, Oifice of Devica Evaluation (DDE)

Prascription Usa (Per 21 CFR 801.109)

(Division*Sign-0 | .
Division of Reproductive, Abdominal and

‘Radiological Devices’ |
510(K) Number.. 7(0(@0@ [

et



3.1.3. Attachment: Diagnostic Ultrascund Indications for Use Form

Fill out one form for each ultrasound system

Transducer Name | Ophthalmic 8MHz Diagnostic A- scan Transducer

intended Use 8MHz Diagnostic A-scan Imaging of the Eye

510{K) Number [ KOB3061

Intended Use: Diagnostic ulirasound imaging or fiuid ﬂovLr analysis of the human body as follows: .

Mode of Operation

Clinical Application Al B (M | PwD | cwo Colaur Amplitisde SSII:));;y Combined | Other
Doppler | Doppler | (spacify) (specify)

: maging

Cphthalmic P

Fetal 7

Abdominal

Intracperative{specify)

Intraoperative Neurological

Pediatric

Small Crgan (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Paripheral Vascular

Laparoscopic |

Musculo-skelatal
Conventional

Musculo-skeletal Superficial
Otherispecify)

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

Additional Comments:

(FLEASE DO NOT WRITE BELOW THIS LINE— CONTINUE ON ANDTHER PAGE IF NEEDED)

Concurrence of CDRH, Dffica of Device Evaluation (QDE)

Prascription Use {Per 21 GFR 801.109)

(Division Sigh-ofr)
Division of Reproductive Abdgni
Radiclogical Deviges : 7 o and
510(k) Number _ m ¢ 30(0/

I Systam-ABD Special 51040



3.1.4. Attachment: Diagnostic Uttrasound Indications for Use Form

Filt out cne form for each ultrasound system

Transdu‘cer Name | Ophthalmic 20MHz Anterior Segment B—scan Transducer

Intended Use Anterior 20MHz B-scan Imaging of the Eye

510(K) Number KOB83061

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

Clinical Application

Mode of Operatich

B M | PWD | CWD

- Golour Combing
Velocity 1 d
Imaging |. (specify}

Colour Arhplitude
| Doppler | Doppler

Other
(spacify)

Ophfhalmic

Fetal

Abdominal

Intragpsrative(specify)

Intraoperative Neurological

Pediatric

Srnall Organ {specify)

Neonatat Cephalic

Adult Cephalic

Cardiag

Transesophageal

Transrectal

Transvaginal

Transurathral

Intravascular

Periphgral Vascular

Laparoscopic

M\usculo-skeietal
Caonveritional

Musculo-skeletal Su_perﬁcial
‘Other{spacify)

Additional Comments:

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

{PLEASE DO NOT WRITE BELOW THIS LINE—COMTINUE ON ANOTHER PAGE iF NEEDED)

Prescription Usal (Per 21 CFR 801.109)

Concurrence of CORH, Office of Device Evaluation (CDE)

(Divisior Sign-0tf)

Division of Reproductive, Abdominal and
Radiologicat Devices . .

510(k) Number _¢___ K729

LY




