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This 5 10(k) summary for the Visante OCT is submitted in accordance with the
requirements of SMDA 1990 and 21 C.FR § 807.92.

GENERAL INFORMATION

Manufacturer: Carl Zeiss Meditec Inc.
5160 Hacienda Drive
Dublin, California 94568
(925) 557-4616 (phone)
(925) 557-4481 (fax)
Eist. Reg. No. 2918630

Contact Person: Judith A. Brimacombe, MA
Director, Regulatory / Clinical Affairs

DEVICE DESCRIPTION

Classification: Class II

Trade Name: VisanteTrm OCT

Generic/Common Name: Device, Analysis, Anterior Segment; Ophthalmoscope

PREDICATE DEVICES

(1) STRATUSOCT TM with Retinal Nerve Fiber Layer Normative and Macula
Database

(2) OrbscanTm JJ

INTENDED USE

The Visante OCT is intended for use in the viewing and imaging of anterior segment
ocular structures.

INDICATIONS FOR USE

The VisanteTm OCT is a non-contact, high resolution tomographic and biomicroscopic
device indicated for the in vivo imaging and measurement of ocular structures in the
anterior segment, such as corneal and LAS]IK flap thickness.
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DEVICE DESCRIPTION

The Visante OCT is computerized instrument that acquires and analyzes cross-sectional

tomograms of the anterior eye segment (cornea, anterior chamber, iris and the central

portion of the lens). It employs non-invasive, non-contact, low-coherence interferometry

to obtain these high-resolution images. Using this non-invasive optical technique, Visante

OCT produces high-resolution cross-sectional tomograms of the eye without contacting

the eye.

SUBSTANTIAL EQUIVALENCE

The Visante OCT is substantially equivalent to the predicate devices identified

previously. The Visante OCT is substantially equivalent to the predicate devices with

regard to intended use, operating principle, function, and materials.

Clinical evaluation performed on the Visante OCT supports the indications for use

statement and demonstrates the device is substantially equivalent to the predicate devices

and does not raise new questions regarding safety and effectiveness with respect to

anterior segment analysis devices and ophthalmoscopes.

CLINICAL EVALUATION

Clinical data was collected on a statistically significant number of normal human patients

and analyzed to support the indications for use statement for the Visante OCT.

CONCLUSION

As described in this 5 10(k) Summary, all testing deemed necessary was conducted on the

Visante OCT to ensure that the device is safe and effective for its intended use when used

in accordance with its Instructions for Use.
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Statement of Indications for Use

510(k) Number (if known): K051789

Device Name: VisanteTM OCT

Indications for Use: The Visante TM OCT is a non-contact, high resolution
tomographic and biomicroscopic device indicated for the in vivo imaging and

measurement of ocular structures in the anterior segment, such as corneal and

LASIK flap thickness.

(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 C.F.R. § 801.109)
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