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Not intended for U.S. and UK Media 

Leverkusen, Germany, June 21, 2019 – Bayer has initiated a Phase III trial of its anti-

VEGF treatment aflibercept for intravitreal injection in retinopathy of prematurity (ROP), 

an eye condition in premature infants which can lead to irreversible blindness.  

 

ROP occurs in premature infants as a result of incomplete or abnormal development of 

blood vessels serving the retina, potentially causing scarring and retinal detachment 

leading to visual impairment and irreversible blindness. Even with the currently available 

treatments it is believed to account for 6-18% of childhood blindness in developed 

countries. Taking into account its prevalence and severity, childhood blindness, including 

ROP, is a priority for VISION 2020: The Right to Sight, a joint global initiative between the 

World Health Organization and the International Agency for the Prevention of Blindness.  

 

“To suffer severe irreversible vision loss beginning in infancy is devastating for both 

affected children and their families, and preventing it must always be an absolute priority,” 

said Professor Stahl from the University Eye Hospital in Greifswald, Germany. “In its 

severest form, retinopathy of prematurity can cause total blindness; however, it is also a 

condition that, for many, can be managed if detected and treated appropriately at the right 

time. Since many mechanisms of the disease are not yet sufficiently known and the 

condition remains an ongoing threat around the globe, it is important to continue to further 

research into retinopathy of prematurity.” 

 

“Childhood visual impairment and blindness can have far-reaching consequences, 

affecting all aspects of a child’s development. We have initiated this Phase III study to 

evaluate the potential of providing physicians with an additional treatment for premature 

infants with ROP,” said Dr. Joerg Moeller, Member of the Executive Committee of Bayer 

AG's Pharmaceutical Division and Head of Research and Development. “This trial is an 
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important step forward in our commitment to addressing the most significant unmet needs 

in ophthalmology.”  

 

This Phase III, multi-center, randomized trial is designed to assess efficacy, safety and 

tolerability of intravitreal aflibercept for the treatment of ROP. Approximately 100 infants 

will be enrolled in 34 countries and will be randomized to receive intravitreal aflibercept or 

laser photocoagulation.  

 

Aflibercept is a proven treatment option for patients with visual impairment due to several 

retinal conditions and has consistently delivered excellent outcomes in reducing 

preventable vision loss, both in randomised clinical studies as well as in real world clinical 

settings.  

 

Aflibercept has been approved under the brand name EYLEA® in approximately 100 

countries for five indications to treat patients with wAMD and patients with visual 

impairment due to: macula edema following retinal vein occlusion (RVO; branch RVO or 

central RVO) and diabetic macular edema (DME). Aflibercept has also been approved for 

the treatment of myopic choroidal neovascularization. Around 25 million vials of Eylea 

have been sold since launch worldwide resulting in approximately 3.6 million patient years 

of experience. 

 

Bayer and Regeneron Pharmaceuticals, Inc. are collaborating on the global development 

of aflibercept. Regeneron maintains exclusive rights to Eylea in the United States. Bayer 

has licensed the exclusive marketing rights outside the United States, where the 

companies share equally the profits from sales of Eylea, except for Japan where 

Regeneron receives a percentage of net sales. 

 

About VEGF and aflibercept solution for injection into the eye 

Vascular Endothelial Growth Factor (VEGF) is a naturally occurring protein in the body. Its 

normal role in a healthy organism is to trigger formation of new blood vessels 

(angiogenesis) supporting the growth of the body's tissues and organs. It is also 

associated with the growth of abnormal new blood vessels in the eye, which exhibit 

abnormal increased permeability that leads to edema.  

 

Aflibercept solution for injection is a recombinant fusion protein, consisting of portions of 

human VEGF receptors 1 and 2 extracellular domains fused to the Fc portion of human 



 

- 3/3 - 

IgG1 and formulated as an iso-osmotic solution for intravitreal administration. Aflibercept 

acts as a soluble decoy receptor that binds VEGF-A and Placental Growth Factor (PGF) 

and thereby can inhibit the binding and activation of their cognate VEGF receptors. 

 

About Bayer 

Bayer is a global enterprise with core competencies in the life science fields of health care 

and nutrition. Its products and services are designed to benefit people by supporting 

efforts to overcome the major challenges presented by a growing and aging global 

population. At the same time, the Group aims to increase its earning power and create 

value through innovation and growth. Bayer is committed to the principles of sustainable 

development, and the Bayer brand stands for trust, reliability and quality throughout the 

world. In fiscal 2018, the Group employed around 117,000 people and had sales of 39.6 

billion euros. Capital expenditures amounted to 2.6 billion euros, R&D expenses to 5.2 

billion euros. For more information, go to www.bayer.com. 
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Forward-Looking Statements  

This release may contain forward-looking statements based on current assumptions and forecasts made by Bayer 
management. Various known and unknown risks, uncertainties and other factors could lead to material differences 
between the actual future results, financial situation, development or performance of the company and the estimates 
given here. These factors include those discussed in Bayer’s public reports which are available on the Bayer website at 
www.bayer.com. The company assumes no liability whatsoever to update these forward-looking statements or to 
conform them to future events or developments.  
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