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Zafi2: Therapy Fact Sheet  
New Topical Ophthalmology Product for 
Treating Allergic Conjunctivitis  Treating Allergic Inflammation 

About UsAbout Us  

Accolade is a specialty 

biopharmaceutical company 

focused on developing a range of 

products for the treatment of 

atopic and allergic disorders. Our 

team is dedicated to re-

purposing the use of a known 

Leukotriene Receptor Antagonist 

(LTRA), called Zafirlukast (sold as 

Accolate®).  Since our founding in 

2012, we have made significant 

progress in advancing our 

portfolio based on novel use of 

Zafirlukast for atopic and allergic 

disorders, including 

inflammatory skin and eye 

disorders. 

LTRAs or AntiLTRAs or Anti--leukotrienes leukotrienes   

LTRAs are a unique class of non-

steroidal, anti-inflammatory drugs.  

Originally, approved for the 

treatment of asthma,  the anti-

inflammatory effects of these drugs 

has significant potential for the 

treatment of other inflammatory 

conditions.   

RATIONALE:  The primary form of allergic conjunctivitis is an initial inflammatory 

response to the direct exposure of the conjunctivae to an allergen, resulting in redness 

(vasodilation of the peripheral small blood vessels), swelling, itching, and increased tear 

production. Current treatment of allergic conjunctivitis is centered on the use of topical 

antihistamines, which provide at best partial relief.  The primary therapeutic for 

prevention and longer-term seasonal use are mast cell stabilizing agents, such as 

cromolyn glycate and olaptidine. These drugs, however, are not useful once an episode 

has been initiated by mast cell degranulation. Not coincidentally, the itching and burning 

of the eyes that frequently accompanies allergic rhinitis is a natural consequence of 

mast cell degranulation in the conjunctiva. Treatment of allergic conjunctivitis with 

corticosteroids is not indicated unless the condition has extended to the recruitment of 

eosinophils, as occurs with keratoconjunctivitis.   

Studies (Akman, 1998, Pelikan, 2004; Leonardi, 2008) have reported elevated 

concentrations of cysteinyl leukotrienes associated with various forms of allergic 

conjunctivitis, and suggestions that leukotrienes may play a role in the development of 

chronic and more severe forms of the condition. In a rat model of conjunctivitis, 

zafirlukast was shown to decrease the signs of acute allergic conjunctivitis as well as 

eosinophil recruitment (Pelikan, 2004).  In asthma patients being treated with oral 

zafirlukast during controlled clinical trials and in practice, partial relief of the signs and 

symptoms of allergic conjunctivitis were reported. 

Oral administration of anti-leukotrienes does not provide sufficient concentrations in 

tears and the side-effects of oral dosing precludes regular administration for this eye 

condition. A topical anti-leukotriene designed for ophthalmic use, in the form of an 

ointment or gel, can provide concentrations in the eye that will provide both short term 

and long term relief — either as monotherapy or in combination with other agents.  

PARTNERING OPPORTUNITIES:  Accolade is seeking licensing and co-

development arrangements for Zafi2 for both Rx and OTC use.   

ABOUT Zafi2: Accolade is investigating a proprietary formulation of Zafirlukast 

(Zafi2) that can easily applied topically for treating inflammatory eye disorders.    

 Phase II ready product for the treatment of allergic conjunctivitis  

 Effective alternative to antihistamines which provide only partial relief 

 Safer alternative to steroid use 

 High potential for first-line therapy for mild to moderate conjunctivitis  

 A potential candidate for Rx-to-OTC switch due to its safety profile  

DEVELOPMENT & NEAR-TERM MILESTONES:   

 Formulation development completed 

 IND pathway confirmed with FDA  

 Supporting non-clinical studies targeted for completion in 1Q2015 

 Phase II proof-of-concept trial in patients ready to enroll in 2015 

 Projected time-to-approval less than 4 years  


