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510(k) Summary 

Carl Zeiss Meditec, Incorporated 
STRATUSOCT~ with RNFL Normative Database 

This 510(k) summary for the STRATUSOCT~~ with RNFL Normative Database is submitted in accordance 
with the requirements of SMDA 1990 and 2 1 CFR 807.92. 

GENERAL INFORMATION 

Manufacturer: 

Contact Person: 

Carl Zeiss Meditec, Inc. 
5 160 Hacienda Drive 
Dublin, California 94568 
(925) 557-4353 (phone) 
(925) 557-4481 (fax) 
Est. Reg. No. 2918630 

R. Michael Crompton 
Vice President, Regulatory / Clinical Affairs 

and Quality Assurance 

DEVICE DESCRIPTION 

Classification: Class I1 

Trade Name: STRA T U S O C T ~ ~  with Retinal Nerve Fiber Layer Normative Database 

GeneridCommon Name: Ophthalmoscope (2 1 CFR 8 886.1570) 
Ultrasonic pulsed echo imaging system (2 1 CFR 9 892.1560) 

PREDICATE DEVICE 

(1) Humphrey@ OCT 3 (KO12727) 

INTENDED USE 

The STRA TUSocrTM is a high resolution tomographic device for the viewing and axial cross sectional imaging 
of posterior ocular structures. It is used for in vivo imaging and measurement of the retina, retinal nerve fiber 
layer, and optic disk. It is intended for use as a diagnostic device to aid in the detection and management of 
ocular diseases, including but not limited to macular edema, central serous retinopathy, and glaucoma. The 
STRATUSOCTrM with Retinal Nerve Fiber Layer (“RNFL”) Normative Database is a quantitative tool for the 
comparison of retinal nerve fiber layer in the human retina to a database of hown  normal subjects. The 
RNFL Normative Database is intended for use as a diagnostic aid in the detection and management of ocular 
diseases, especially glaucoma. 
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DEVICE DESCRIPTION 

The STRA T U S O C T ~ ~  with RNFL Normative Database is a microprocessor-based low-coherence digital 
intrument employing low coherence interferometry to generate images of internal ocular tissue 
microstructures. The device measures optical reflections or backscatter from tissue using a scanning optical 
beam. Results obtained for Retinal Nerve Fiber Layer can be compared to a database of knowri normal 
human subjects. 

SUBSTANTIAL EQUIVALENCE 

The STRA T U S O C T ~ ~  with Retinal Nerve Fiber Layer ("RNFL") Normative Database is substantially 
equivalent to the predicate device identified previously. The STRA T U S O C T ~ ~  with RNFL Normative 
Database is substantially equivalent to the predicate device with regard to intended use, operating principle, 
function, and materials. 

Clinical evaluation performed on the STRA T U S O C T ~ ~  with RNFL Normative Database supports the 
expanded indications for use statement and demonstrates the device is substantially equivalent to the predicate 
device and does not raise new questions regarding safety and effectiveness with respect to ophthalmoscopes 
and ultrasonic pulsed echo imaging systems. 

CLINICAL EVALUATION 

Clinical data was collected on a statistically significant number of normal human subjects and analyzed to 
support the inclusion of the RNFL Normative Database on the STRATUSOCT~~.  

CONCLUSION 

As described in this 5 1O(k) Summary, all testing deemed necessary was conducted on the STR4TUSocrTM 
with RNFL Normative Database 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): K 6 3OJJ33  

Device Name: SrRATU9VM with RNFL Normative Database 

Indications for Use: The SrRATU.WM is a high resolution tomographic device 
for the viewing and axial cross sectional imaging of posterior ocular structure:;. 
It is used for in vivo imaging and measurement of the retina, retinal nerve fiber 
layer, and optic disk. It is intended for use as a diagnostic device to aid in the 
detection and management of ocular diseases, including but not limited to 
macular edema, central serous retinopathy, and glaucoma. The STRA T U ~ C T T M  
with Retinal Nerve Fiber Layer ("RNFL") Normative Database is a quantitative 
tool for the comparison of retinal nerve fiber layer in the human retina to a 
database of known normal subjects. The RNFL Normative Database is intended 
for use as a diagnostic aid in the detection and management of ocular diseases, 
especially glaucoma. 
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Concur hation (ODE) 

Division of Ophthalmic Ear, 
N o s e  and Throat Devises 

51qk) Number K O 3 0 4 3  3 

Prescription Use J 
(Per 21 C.F.R. § 801.109) 

OR Over-the-counter Use . 


