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(1) Submitter Information

Name: Ophthalmic Technologies Inc.

Address:

Ophthalmic Technologies Inc.
37 Kodiak Crescent, Unit 16
Downsview, Ontario, Canada M3J 3E5

Telephone number:

416-631-9123 * 1-800-517-4444

Contact Person:
Dr. George Myers (Official Correspondent)
Medsys Inc.
377 Route 17 5
Hasbrouck Heights, NJ 07604
Telephone 201-727-1703
Fax 201-727-1708

Date Prepared: December 10, 2002

(2) Name of Device

Trade Name: OCT- Ophthalmoscope
Common Name: Ophthalmoscope using optical coherence ;xInography
Classification name: Ophthalmoscope, a-c powered, 8q0¶-I Id'

(3) Equivalent legally-marketed devices.

KOl 2727, Optical Coherence Tomography Model 3000, Zeiss Ophthalmic Systems
K943956, Retina Tomnograph and Flowmeter, Heidelberg Engineering

(4) Description

The OTI OCT Ophthalmoscope produces simultaneous acquisition of high-
resolution transversal OCT (Optical Coherence Tomography) and confocal images of



OTI OCT-Ophthalmoscope A-2

the eye fundus. In addition conventional longitudinal OCT images may also be
collected.

The system uses a high power superluminescient diode operating at 850nm. The
software uses a tabbed interface: the user can select any of the primary functional
modules at any time by clicking on the tab for that function at the top of the screen. When
there are several major components in a function, these are presented as tabs below the
principal tab bar.

(5) Intended Use

The OTI OCT Ophthalmoscope is intended to offer simultaneous acquisition of high-
resolution transversal OCT (Optical Coherence Tomography) and confocal images of the
eye fundus. In addition conventional longitudinal OCT images may also be collected.

(6) Performance Data

(a) Non-clinical tests

The OCT-Ophthalmoscope has had accuracy tests, optical emissions analyses,
electrical safety tests, and software validation tests.

(b) Clinical tests

Not required.

(c) Conclusions

The OCT-Ophthalmoscope is equivalent in safety and efficacy to the legally-
marketed predicate device.
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510(k) Number (if known):

Device Name: OCT- Ophthalmoscope

Indications for Use:

The OTI OCT Ophthalmoscope is intended to offer simultaneous acquisition of high-

resolution transversal OCT (Optical Coherence Tomography) and confocal images of the eye

fundus. It is indicated in situations where these images are required for diagnosis.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-the-Counter

Use
(Per 21 CFR 810.109)

(Optional Format 1-2-96)

(Division Sign-Off)
Division of Ophthalmic Ear,
Nose and Throat Devises

510(k) Number J~ -


