
Largest FDA-Funded IOL 
Study of Pediatric Patients 
Highlights Significance of 
Real-World Data
The Food and Drug Administration (FDA) awarded the 
American Academy of Ophthalmology (Academy) and 
Verana Health grant funding to analyze the safety and 
outcomes of intraocular lens (IOL) use among pediatric 
patients with cataracts. Verana Health led the study 
by utilizing its VeraQ® population health data engine 
to analyze real-world data from the Academy’s IRIS®   
Registry (Intelligent Research in Sight). Through this 
research, Verana Health successfully identified more     
than 5,000 surgeries among nearly 4,000 patients, 
establishing it as the largest study of pediatric IOLs           
to date.

Problem/Challenge
•	 1 to 15 per 10,000 children worldwide experience pediatric 

cataracts. 1,2 To prevent permanent visual impairment, cataracts 
are generally extracted soon after diagnosis, followed by 
implantation of an intraocular lens (IOL). 

 
•	 While IOLs are currently used in the pediatric population, the 

procedure is often performed in an “off-label” manner because 
IOLs are not explicitly FDA-approved for this patient population. 
Complications following IOL implantation can include posterior 
capsular opacification (PCO), glaucoma, ocular hypertension,  
and amblyopia, among others.
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 1 https://journals.lww.com/jcrs/abstract/1997/23001/epidemiology_of_cataract_in_childhood__a_global.2.aspx

 2  https://pubmed.ncbi.nlm.nih.gov/12660855/

“This study represents a pivotal 
step in understanding the challenges 
faced by a unique population of 
pediatric patients afflicted with 
cataracts.” Malvina Eydelman   

Director of the Office of Ophthalmic, 
Anesthesia, Respiratory, ENT, and Dental 

Devices in the Office of Product Evaluation 
and Quality within the FDA’s Center for 

Devices and Radiological Health (CDRH)



Study Population: 
•	 5,048 surgeries occurring among 3,832 patients up to 21 years of 

age between 2013 and 2022 were identified.
 
•	 563 patient eyes among 448 patients had an identified IOL brand 

and model number. Alcon AcrySof® single-piece SN60WF (17% 
of eyes) was the most commonly identified IOL brand and model. 

•	 More than 50% of patients were between the ages of 14-21 
at the time of IOL implementation” with “Visual Acuity (VA) 
improvement at all post-surgical time points; mean VA at one 
year was 20/70.

Results: 
•	 Visual Acuity (VA) improvement at all post-surgical time points; 

mean VA at one year was 20/70.
 
•	 Unilateral IOL implantation had worse VA outcomes and higher 

rates of some adverse effects.

•	 PCO was the most frequent overall adverse event.

Conclusion 
These results highlight the importance of leveraging 
retrospective observational data from real-world settings 
to effectively inform and support clinical outcomes.
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About Verana Health
Verana Health® is revolutionizing patient care and clinical research by unlocking the potential of real-world 
data. Verana Health has an exclusive real-world data network of 90 million de-identified patients from 
more than 20,000 clinicians, stemming from its exclusive data partnerships with leading medical societies. 
Verana Health harnesses deep expertise, secure advanced technology, and direct access to exclusive, near 
real-time data sources to deliver actionable quality insights that help companies make sense of the data. 
For more information, visit www.veranahealth.com
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