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Pharmacology/Usage: Cenegermin-bkbj, the active ingredient of Oxervate®, is a recombinant form of human 
nerve growth factor produced in E. coli. Nerve growth factor is an endogenous protein involved in the 
differentiation and maintenance of neurons, which acts through specific high-affinity (i.e. TrkA) and low-affinity 
(i.e. p75NTR) nerve growth factor receptors in the anterior segment of the eye to support corneal innervation and 
integrity. 

Indication:  For the treatment of neurotrophic keratitis. 

There is no pregnancy category for this medication; however, the risk summary indicates that there are no data 
with use in pregnant women to inform any drug associated risks. The safety and efficacy of use in the pediatric 
population have been established. Use in this population is supported by evidence from trials in adults with 
additional safety data in pediatric patients from 2 years of age and older. 

Dosage Forms:  Ophthalmic solution: 0.002% (20mcg/ml) in a multiple dose vial. Remove the weekly carton from 
the insulated container and store it for up to 14 days in a refrigerator (Oxervate® is stored in a freezer at the 
pharmacy). 

Recommended Dosage:  Contact lenses should be removed prior to Oxervate® administration and may be 
reinserted 15 minutes after. If more than one topical ophthalmic product is being used, administer the eye drops 
at least 15 minutes apart to avoid diluting products. Administer Oxervate® 15 minutes prior to using any eye 
ointment, gel or other viscous eye drops. 

Instill 1 drop in the affected eye(s) 6 times a day at 2-hour intervals for 8 weeks.  

Drug Interactions:   There are no drug interactions listed with this product. 

Common Adverse Drug Reactions:  Listed % incidence for adverse drug reactions= reported % incidence for drug 
(Oxervate®). There was no placebo data to compare with in the prescribing information. The reported adverse 
events included  eye pain (16%), corneal deposits (1-10%), foreign body sensation (1-10%), ocular hyperemia (1-
10%), ocular inflammation (1-10%), and tearing (1-10%). 

Contraindications:   There are no contraindications listed with this product. 

Manufacturer:  Dompe US 
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Analysis:   The safety and efficacy of Oxervate® were assessed in 2 randomized, multicenter, double-masked, 
vehicle-controlled studies of 8 weeks in duration. In study 1, only patients with unilateral disease were enrolled, 
while in study 2  patients with bilateral disease were treated bilaterally. The mean age of included subjects was 61 
to 65 years, while most were female (61%). 

Complete corneal healing, defined as the absence of staining of the corneal lesion and no persistent staining in the 
rest of the cornea after 8 weeks of treatment, was assessed. Results can be seen in the study below, which was 
adapted from the prescribing information. In both studies, there were statistically significant differences between 
treatment groups in favor of Oxervate® (p˂0.01 for both studies). 

 Oxervate® Vehicle Treatment difference 

Study 1 36/50 (72%) 17/51 (33.3%) 38.7% 

Study 2 15/23 (65.2%) 4/24 (16.7%) 48.6% 

In patients who were healed after 8 weeks of treatment with Oxervate®, recurrences occurred in about 20% of 
patients in study 1 and 14% of patients in study 2. 

The results of the mean change from baseline in corneal sensitivity inside the lesion after 8 weeks of treatment can 
be seen in the table below. The mean changes in corneal sensitivity were not clinically significant in either study. 

 Visit Oxervate® Vehicle Treatment 
difference** 

Study 1 
Baseline 1.1 1.0  

Change from baseline at week 8 1.1 0.8 0.3 

Study 2 
Baseline 0.8 0.6  

Change from baseline at week 8 1.6 0.7 0.9 
 ** Study 1: Oxervate® N=48, Vehicle N=47;  Study 2: Oxervate® N=21, Vehicle N=23. 

Place in Therapy:   Oxervate® is a topical ophthalmic solution indicated for the treatment of neurotrophic keratitis. 
In clinical trials, compared with vehicle, Oxervate® produced significantly higher rates of complete corneal healing 
in adults with unilateral or bilateral neurotrophic keratitis. Oxervate® is the first FDA approved product approved 
for neurotrophic keratitis, a rare eye disease. 

It is recommended that Oxervate® should be non-preferred in order to confirm the appropriate diagnosis and 
clinical parameters for use. 

PDL Placement:        Preferred 
    Non-Preferred 
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