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What is a Biosimilar?

 Understand the difference between a 
biologic medication and a traditional drug





Biologic Medications in Retina

 Anti-VEGF agents used for exudative (wet) 
AMD, diabetic retinopathy, and retinovascular 
disease

 Systemic medications for ocular inflammation





Biosimilar Medications

 Biologic medication that is highly similar to an 
already FDA approved biologic (Reference Product)

 There must be “no clinically meaningful difference in 
safety, purity, or potency”

 Biologics cannot be generated exactly the same each 
time, so there is naturally some variation even in the 
reference product  Biosimilar





Why Biosimilars?

 Cost savings and access to care
 Reference products are expensive

 Repeated injections are necessary

 Compliance is often impacted by out-of-pocket cost

 Undertreatment has significant impact on outcomes













How are Biosimilars Approved?

 FDA approval through an abbreviated pathway
 The Biologics Price Competition and Innovation Act of 2009

 Goal is to confirm the biosimilarity of the new 
product to the reference product

 Trials to confirm similar efficacy and safety to the 
reference product



https://retinatoday.com/articles/2022-may-june/the-biosimilar-market-what-you-need-to-know



 Once a biosimilar has completed a clinical trial and 
received FDA approval for one indication, the 
biosimilar may receive approval for other indications 
of the reference product

 Clinical trials for all indications of the reference 
product may not be required

Indication Extrapolation





 Optional

 Allows pharmacist to substitute medication without 
prescriber approval

 Additional requirements - switching trial may be 
conducted

 Does NOT necessarily mean it’s safer or better than 
biosimilar without this designation 

Interchangeability Designation



Biosimilars Approvals

 First biosimilar approved in the US
 March 6, 2015
 Zarxio (filgrastim-sndz) is biosimilar to Neupogen (filgrastim)

 First retinal biosimilar approved in the US
 September 17, 2021
 Byooviz (ranibizumab-nuna) is biosimilar to Lucentis 

(ranibizumab)











Byooviz:
 Ranibizumab-nuna

Biosimilar to 
Lucentis 
(ranibizumab)

https://www.byooviz.com/index.html

Samsung 
Bioepis; 
Initially Biogen, 
now Harrow







Cimerli:
 Ranibizumab-eqrn

Biosimilar to 
Lucentis 
(ranibizumab)

https://www.drugs.com/pro/cimerli-injection.html

Approved 
August 2022

Bioeq;
Initially Coherus,
now Sandoz









Biosimilar to 
Eylea 
(aflibercept)

https://www.drugs.com/pavblu.html

Approved 
August 2024

Amgen

Pavblu:
 Aflibercept-ayyh







Biosimilar to 
Eylea 
(aflibercept)

https://www.goodrx.com/yesafili

Approved 
May 2024

Biocon 
Biologics

Yesafili:
 Aflibercept-jbvf

https://www.yesafilihcp.com/#about-yesafili





Clinical Experience with 
Biosimilars



Clinical Experience with Biosimilars

 Safety

 Efficacy

 Convenience

 Economics

 Support











Biosimilar Pipeline



Thank You!!
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