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Disclaimer

About the Catalog of Regulatory Science Tools

The enclosed tool is part of the Catalog of Regulatory Science Tools, which provides a peer-
reviewed resource for stakeholders to use where standards and qualified Medical Device
Development Tools (MDDTSs) do not yet exist. These tools do not replace FDA-recognized
standards or MDDTs. This catalog collates a variety of regulatory science tools that the FDA's
Center for Devices and Radiological Health's (CDRH) Office of Science and Engineering Labs
(OSEL) developed. These tools use the most innovative science to support medical device
development and patient access to safe and effective medical devices. If you are considering
using a tool from this catalog in your marketing submissions, note that these tools have not
been qualified as Medical Device Development Tools and the FDA has not evaluated the
suitability of these tools within any specific context of use. You may request feedback or
meetings for medical device submissions as part of the Q-Submission Program.

For more information about the Catalog of Regulatory Science Tools,
email RST CDRH@fda.hhs.gov.
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Introduction

This document describes the materials and methods to assemble and image a commercially-available
model eye installed with a retina phantom already fabricated per [1].

Reference

Baxi J, Calhoun W, Sepah YJ, Hammer DX, llev |, Joshua Pfefer T, Nguyen QD, Agrawal A. Retina-
simulating phantom for optical coherence tomography. Journal of Biomedical Optics. 2014 Feb
1;19(2):021106.

Disclaimer: The mention of commercial products, their sources, or their use in connection with material
reported herein is not to be construed as either an actual orimplied endorsement of such products by the
Department of Health and Human Services. This document reflects the views of the authors and should
not be construed to represent the FDA’s views or policies.

Materials
Amount/
It lier (P tID |
em Quantity Supplier (Product ID) mage

Ocular Instruments
Model eye 1 (OEMI-7)
Model eye wrench 1 Ocular Instruments
(or equivalent spanner wrench) (OEMI-T)
Retina phantom in Delrin base |1 FDA

U.S. Food & Drug Administration [RST26CV01.01] 30of5

10903 New Hampshire Avenue
Silver Spring, MD 20993
FDA.GQV


http://www.fda.gov/
https://cdrh-rst.fda.gov/vitro-thrombogenicity-assessment-blood-contacting-materials-using-platelet-and-coagulation

plY U.S. FOOD & DRUG

ADMINISTRATION

Plastic bucket, 2L or larger (large

enough for two human hands) Many N/A
~2L (enough
Distilled water to fill bucket [Many N/A
2/3)
-
Ocular Instruments ]
Model eye bracket 1 (OEMB1) |
3 o |

ASSEMBLY INSTRUCTIONS

1. Fill the bucket with distilled water about 2/3 to the top, so that when both hands are inside the

water does not spill out.

2. Unscrew the anterior chamber from the model eye with the assembly tool and remove the lens with
its rubber gasket from the anterior chamber. Note the orientation of the lens in the anterior

chamber for later reassembly.

3. Place the anterior chamber and lens in the water bucket for 2 hours to let air pockets escape. The
anterior chamber should be face down so bubbles float out the back.

4. Press the lens back onto the anterior chamber in the correct orientation noted in step 2.

5. Place the phantom in its Delrin base into the model eye posterior chamber and into the water
bucket. Fit the model eye o-ring onto the posterior chamber.

6. Attach the anterior chamber to the posterior chamber with the assembly tool.
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IMAGING SETUP INSTRUCTIONS

1. Attach model eye bracket OEMB1 to OCT device via horizontal clamping screw indicated with blue
arrow in Figure 1 below.

2. Attach model eye to bracket by loosening screw indicated with green arrow in Figure 1, inserting
model eye peg into hole beneath this screw, and then re-tightening screw.

3. Slide model eye horizontally along bracket as needed by loosening screw beneath peg hole indicated
with red arrow in Figure 1.

4. Example scanning laser ophthalmoscope (SLO) and OCT images from Heidelberg Spectralis device
are shown in Figure 2.

-y
Figure 1. OEMB1 model eye bracket

Figure 2. Scanning laser ophthalmoscope (left) and OCT (right)
images of retina phantom inside model eye.

USAGE NOTES

1. Check for bubbles inside the model eye prior to each use.

2. Clean the outside corneal surface of the model eye with lens paper and alcohol solution. Do not use
acetone as this can etch the plastic.

3. Model eye should always be shipped and stored inside its case. Model eye may be shipped with
water inside if temperatures remain above freezing.
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