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Manufacturer and Submitter

Company Name: Heidelberg Engineering GmbH OCT 3 1 2006
Company Address: Tiergartenstrasse 15

69121 Heidelberg, Germany
phone: +49/6221/64 643 0
fax: +49/6221/64 6362

Contact Person: Dr. Gerhard Zinser
Date Summary Prepared: September 11, 2006

Device

Trade/Device Name: HRA 2/OCT
Common/Usual Name: Heidelberg Retina Angiograph /Optical Coherence Tomograph
Classification Name: Opthalmoscope, AC-powered
Regulation Number: 21 CR 886.1570
Product Code: HLI
Classification Panel: Ophthalmic
Classification: Class 11 device

Substantial Equivalence

The OCT add-on to the HRA 2 is substantially equivalent to the Carl Zeiss Ophtalmic Systems
Inc. Humphrey Octical Coherence Tomographer 3, Humphrey OCT3, a 510 (k) cleared device
(K012727).

Device Description

The HRA 2 / OCT is an add-on to the Heidelberg Retina Angiograph (HRA 2). It is intended for
the imaging of the retina and retinal structures.

With the additional HRA 2 / OCT it is possible to perform axial cross sectional images of the
retina or 3-dimensional volume scans of the retina. The visible structures are distinguished on the
basis of their varying optical characteristics at the light wavelength used. The intensity of the
back-reflected light is measured and displayed as gray-values on a computer monitor.
The light sent to the probe interferes with the light that is back-reflected from the probe. The
optical interference of both light beams is detected and the spectrum of the light is analyzed in an
optical spectrometer. This technology is called spectral-domain optical coherence tomography
(SD-OCT) or Fourier-domain OCT (FD-OCT).
The images acquired by the device can be displayed, edited and stored using the Heidelberg Eye
Explorer Software.
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Intended Use

The OCT add-on to the HRA 2 is intended for use for the imaging of the retina and retinal
structures, and for aiding in the assessment and management of various diseases of the posterior
segment, such like age-related macula degeneration, diabetic retinopathy, and glaucoma.
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Conclusions from Performance Testing

The HRA 2 / OCT has been tested according to IEC 60601-1 and IEC 60601-1-2, and was found
to meet all requirements. The system is a laser product of Class 1 according to 21 CFR Part 1040
Section 1040.10 and IEC 60825-1:1993+A2:2001.
The evaluation of the device and comparison of acquired images resulted in substantial
equivalence to the predicate devices with respect to intended use, technological characteristics,
and safety and effectiveness.
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