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This 510(k) summary for the RTVue is submitted in accordance with the requirements of
SMDA 1990 and 21 CFR 807.92

General Information

Manufacturer: Optovue, Inc.
41752 Christy Street,
Fremont, CA 94538
Phone: (510) 623-8868
Fax: (510) 623-8668
Registration No.:

Contact Person: Jay Wei
CEO/President
Optovue, Inc.
Phone: (510)623-8868 x102
e-mail: jay wei~optovue.com

Device Information

Classification: Class 11

Trade Name: RTVue

Common Name: Optical Coherence Tomography (OCT)

Classification Name: Ophthalmoscope, a-c powered (21 CFR§ 886.1570)

Predicate Device

Humphrey® OCT3 (KO12727)

Intended Use

The RTVue is an optical coherence tomography system indicated for the in vivo imaging and
measurement of the retina, retinal nerve fiber layer, and optic disk as an aid in the diagnosis
and management of retinal diseases.
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Device Description

RTVue, based on the same Optical Coherence Tomography (OCT) technology that is using in the
predicate device Humphrey® OCT3 (KO 12727), is a non-invasive diagnostic device for viewing the
ocular tissue structure with micrometer range resolution. A brochure of the OCT3 system is in
appendices [1]

The RTVue, like its predicate device Humphrey® OCT3 (KO12727), is a computer controlled
ophthalmic imaging system. The device scan a beam into patient's eye and use a low coherence
interferometer to measure the reflectivity of the retinal tissue. The cross sectional retinal tissue
structure is composed of sequence of A-scans. It has a traditional patient and instrument interface
like most ophthalmic devices. The device is mounted on a motorized patient table. The patient will
rest their head on the forehead and chin rest. Operator uses joystick to align the device to patient's
eye. The computer has a graphic user interface for acquire and analysis image.

The RTVue has improvements in image acquisition speed and image resolution over its predecessor.
RTVue uses non-mechanic moving part in the depth scan, a branch of OCT technology called Fourier
Domain-OCT, so the scan speed improves about 65 times faster than the mechanical limited scan
speed in previous devices. A detail description of the technology improvement from predicate device
is published in Optics Express, May 2004 by Leitgeb et. al. Appendices [2, a].

The RTVue also uses the same light source SLD (super luminescent diode) as in its predicate device
but with broader spectral bandwidth. The broad spectral bandwidth provides higher image resolution
than a narrow one based on the Optical Coherence Tomography principle. A paper describes the
technology improvement from predicate device is published in Optics Express, May 2004 by Ko et. al.
Appendices [2,b] and in American Journal of Ophthalmology, September 2004 by Wojtkowski et. al.
Appendices [2. c]. Ocular pathologies imaged with the Fourier domain OCT and ultrahigh resolution
light source also has been published in Investigative Ophthalmolgy & Visual Science, September
2005 by Schmidt-Erfurtb et. al. Appendices [2,d] and in American Academy of Ophthalmology,
October 2005 by Wojtkowski, et. al Appendices [2,e].

Safety

The power of the scan beam enter into patient's pupil is at same level as predicate device. The detail
safety analysis Appendices [3] is completed by an international recognized expert in the field of
optical radiation hazards and safety Dr. Dave Sliney. The conclusion of the analysis is "The Optovue
Retinal OCT system emits near-infrared radiation from an SLD that is below all of the applicable
exposure limits-including the guidelines for ophthalmic instrument exposure"

Effectiveness

The predicate device has been routinely used in clinic. Numerous clinic paper and data has been
published over last 10 years. The comparison between high resolution and regular resolution OCT
image produced by predicate device shows same and in some cases better clinic diagnosis can be
produced by the higher resolution device. A clinic evaluation of high resolution OCT image in
diagnosis retinal diseases has been published in SPIE Proceeding vol. 4956, 2003 by Ko et. al.
Appendices [2,f]. The summary of the paper is "Intraretinal architectural morphology associated with
macular diseases such as macular edema, epiretinal membranes, and macular holes can be visualized
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with unprecedented resolution. Ultrahigh resolution ophthalmic OCT promises to improve the early
diagnosis of retinal diseases as well as enable monitoring of disease progression and the efficacy of
therapeutic intervention.".

Substantial Equivalence

The RTVue is substantially equivalent to the predicate device identified previously. The RTVue is
substantially equivalent to the predicate device with regard to intended use, operating principle,
function, material, and energy source. The only difference from the predicate device is that the
RTVue has an increased scan rate and high image resolution. A comparison of ultrahigh resolution
and Standard-resolution OCT (the predicate device) paper publish by Tony Ko et., appendices [2, al
in Journal of Ophthalmology 2005, concludes that "Ultrahigh-resolution OCT and standard
resolution OCT exhibited comparable performance in differentiating thicker retinal layers, such as the
retina nerve fiber, inner and outer plexiform, and inner and outer nuclear."

Performance Data

(a) Non-clinic tests:

The RTVue has had accuracy tests, optical emission safety analysis, electrical safety, electromagnetic
compatibility test, and software validation tests.

(b)Clinic tests:

Not Required

Conclusion

As described in this 510(k) Summary, all testing and analysis were conducted on the RTVue 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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