
US FDA approves OXERVATE (Cenegermin) first ever drug 
with an indication for management of Neurotrophic Keratitis (a 
rare disease affecting the cornea) on 22th Aug 2018

Neurotrophic Keratitis (NK) is a degenerative 
disease of the cornea caused by damage of the 
trigeminal nerve, which results in impairment of 
corneal sensitivity, spontaneous corneal epithelium 
breakdown, poor corneal healing and development 
of corneal ulceration, melting and perforation.



Neurotrophic Keratitis Burden

Neurotrophic Keratitis Signs & Symptoms Facts and Figures 

Source: https://www.google.com/search?newwindow=1&safe=active&hl=en-IN&ei=ZASFW4fsHorqvgSkpIP4DQ&q=neurotrophic+keratitis+signs+and+symptoms&oq=neurotrophic+keratitis+signs+and+symptoms&gs_l=psy-
ab.3...171886.182337.0.182755.20.11.9.0.0.0.252.1623.0j10j1.11.0....0...1c.1.64.psy-ab..0.3.393...0j33i10k1.0.nQj25w8yrqE
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3964170/

Symptoms such as: Burning, Foreign body 
sensation, Photophobia, and Dry eye.

➢Stage 1 Neurotrophic Keratitis (A) shows cloudy and 
irregular corneal epithelium associated with mild stromal 
scarring. 
➢Stage 2 Neurotrophic Keratitis (B) with a large persistent 
epithelial defect characterized by smooth, rolled edges. 

The prevalence and incidence of NK may be estimated as 
being below 1.6/10,000 from the epidemiological data on 
conditions associated with NK, such as herpetic keratitis 
(1.22/10,000) and post-surgical procedures (0.02/10,000). In 
fact, NK develops in an average of 6% of herpetic keratitis 
cases, which have a prevalence of 149/100,000,and in 12.8% 
of herpes zoster keratitis cases, which have a prevalence of 
26/100,000. In addition, 2.8% of patients who underwent 
surgical procedures for trigeminal neuralgia, developed NK. 
Given that the prevalence of trigeminal neuralgia is 
1.5/10,000, the prevalence of NK for trigeminal neuralgia 
procedures can be estimated as 0.02/10,000. The 
percentage of NK cases caused by other conditions, such as 
diabetes, multiple sclerosis, acoustic neuroma, and 
congenital diseases, cannot be estimated because no data 
are available in the literature.



About OXERVATE (Cenegermin) (1)

About the Dompe Farmaceutics Brief on  Oxervate (Cenegermin)

Source : http://www.pharmatimes.com/news/eu_to_review_first_drug_for_neurotrophic_keratitis_1181492
http://www.dompe.com/news-en/833_dompe-receives-fda-approval-cenegermin-eye-drops-first-in-class.html
https://www.bloomberg.com/profiles/companies/2338591Z:IM-dompe'-farmaceutici-spa
https://www.biocentury.com/bc-extra/company-news/2018-08-22/fda-approves-first-drug-neurotrophic-
keratitis?kwh=%22Dompe%22+%22Dompe+Farmaceutici+S.p.A.%22, https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/761094s000lbl.pdf

➢Oxervate (Cenegermin) discovered by Nobel Prize winner Rita 
Levi Montalcini. It is a protein produced naturally by the human 
body that is responsible for the development, maintenance and 
survival of nerve cells. 
➢ Cenegermin was authorized by the European Medicines Agency 
(EMA) in 2017 and represents Dompé’s first approved therapy in 
the United States, where it received Orphan Drug Designation, 
Fast Track Status, and Breakthrough Therapy Designation, which 
led to Priority Review.
➢ Dompe Farmaceutici SpA operates as a holding company in the 
pharmaceutical industry based from Italy.
➢Dompe will launch Oxervate in the U.S. by early 2019 and that 
the price has not yet been determined.

➢It is an ophthalmic solution for topical ophthalmic use.
➢ INDICATIONS AND USAGE: OXERVATE is a recombinant human 
nerve growth factor indicated for the treatment of Neurotrophic 
keratitis.
➢ DOSAGE AND ADMINISTRATION: One drop of OXERVATE in the 
affected eye(s), 6 times per day at 2-hour intervals, for eight weeks .

http://www.pharmatimes.com/news/eu_to_review_first_drug_for_neurotrophic_keratitis_1181492
http://www.dompe.com/news-en/833_dompe-receives-fda-approval-cenegermin-eye-drops-first-in-class.html
https://www.bloomberg.com/profiles/companies/2338591Z:IM-dompe'-farmaceutici-spa
https://www.biocentury.com/bc-extra/company-news/2018-08-22/fda-approves-first-drug-neurotrophic-keratitis?kwh="Dompe"+"Dompe+Farmaceutici+S.p.A."


About OXERVATE (Cenegermin) (2)

➢ DOSAGE FORMS AND STRENGTHS:

Ophthalmic solution: cenegermin-bkbj 0.002% (20 mcg/mL) 
in a multiple-dose vial.

➢ CONTRAINDICATIONS: None.

➢ WARNINGS AND PRECAUTIONS:

Patients should remove contact lenses before applying 
OXERVATE and wait 15 minutes after instillation of the 
dose before reinsertion.

➢ ADVERSE REACTIONS:

The most common adverse reactions (incidence >5%) are:

Eye pain, Ocular hyperemia, Eye inflammation and 

Increased lacrimation.

Product information Mechanism of action

Source : https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/761094s000lbl.pdf

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 innervations and integrity.

https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/761094s000lbl.pdf


Market Overview - Neurotrophic Keratitis 

Current Treatment options Top Competitive landscape for Oxervate

Oxervate is the first drug permitted by the US FDA for 
the treatment of Neurotrophic keratitis, a rare disease 

affecting the cornea.

Source:   https://www.pharmacytimes.com/resource-centers/eye-care/fda-approves-first-drug-for-neurotrophic-keratitis

https://www.pharmacytimes.com/resource-centers/eye-care/fda-approves-first-drug-for-neurotrophic-keratitis


Disclaimer

The information in this presentation was compiled from sources believed to be reliable 
for informational purposes only. We do not guarantee the accuracy of this information or 
any results and further assume no liability in connection with this publication, including 
any information, methods or safety suggestions contained herein. Moreover, this 
presentation cannot be assumed to contain every acceptable safety and compliance 
procedure. PharmaState or its any affiliate has no liability to the content presented in the 
slide deck. Also the users are advised to confirm the accuracy of information from the 
valid & reliable sites & are advised not to take the information of this slide as final. 
PharmaState is neither promoting nor endorsing any product with this information. This 
information is for scientific update only. User discretion is advised for comprehension of 
provided information.



For Any Feedback or Suggestions mail at: info@pharmastate.com


