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March 18, 2021 

 

Janet Woodcock, M.D. 

Acting Commissioner of Food and Drugs 

Food and Drug Administration 

5630 Fishers Lane 

Rockville, MD 20852 

 

Dear Acting Commissioner Woodcock, 

 

The American Optometric Association (AOA) is a leading authority on quality eye care and an advocate 

for our nation's health and patient safety issues, representing approximately 33,000 doctors of optometry 

and optometry students. Doctors of optometry are eye and vision care professionals who diagnose and 

treat diseases and conditions of the eye, such as glaucoma, diabetic retinopathy, macular degeneration, 

cataract, refractive error, oculomotor dysfunction, and strabismus, among others. A central mission of the 

AOA is to serve as a resource to the public for reliable and current information related to eye care, health 

care policy, and patient safety. 

 

We are writing during Patient Safety Awareness Week to notify the FDA about a company of concern to 

our organization and our members called Lensable1 that we believe poses risks to patient safety. Lensable 

uses the Visibly Digital Acuity Product manufactured and distributed by Visibly, Inc. to allow customers 

to renew contact lens and eyeglass prescriptions online. This vision test has not been approved by the 

FDA; in fact, in August 2019, the FDA issued a voluntary recall2 of the Visibly product that is now being 

used by Lensable. Despite the recall, Visibly reentered the market during the COVID-19 public health 

emergency (PHE) using the temporary FDA Enforcement Policy for Remote Ophthalmic Assessment and 

Monitoring Devices during the CoronaVirus Disease (COVID-19) Public Health Emergency.3 We are 

concerned that, in order to sell contact lenses and glasses directly to consumers, Lensable has developed a 

partnership with a product that was very recently recalled by the FDA. We do not believe it was the 

FDA’s intention to make null and void its previous investigation and action against Visibly with the 

release of the April 2020 guidance allowing for additional regulatory flexibility during the PHE. 

 

Lensable’s use of the recalled Visibly product to issue contact lens and eyeglass prescriptions could pose 

risks to patient safety. To order these medical devices from Lensable, a customer is simply prompted to 

test their visual acuity, which is fundamentally different from determining a prescription for eyeglass or 

contact lenses. The AOA outlined in detail the differences between a visual acuity chart and the 

technology used in the Visibly application in our 2016 complaint to the FDA.4 

 

There is currently no FDA-approved product, application, website, or at-home device to replace an in-

person eye exam. Services like the Lensable/Visibly vision test may give inaccurate or misleading 

information and can give patients a false sense of security about their eye or vision health. We are 

concerned that Visibly has used the PHE to expand the use of its previously recalled product and has 

begun to partner with companies like Lensable. 

 
1 https://www.lensabl.com/online-vision-prescription 
2 https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=174633 
3 https://www.fda.gov/media/136733/download 
4 https://www.aoa.org/news/advocacy/aoa-files-expansive-fda-complaint-against-opternative 
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Thank you for the opportunity to provide this information and for your attention to these concerns. Please 

contact AOA’s Associate Director of Regulatory Policy, Emily Dalgo, at edalgo@aoa.org with any 

questions. 

 

 

Sincerely, 

 

  

 

Bill Reynolds, O.D. 

President, American Optometric Association 
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