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Zafi1: Therapy Fact Sheet  
New Topical Dermatology Product for 
Treating Allergic Dermatitis 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: For more than 100 years, histamine has been described as the 

mediator of acute reaction in the skin.  More recently, a second mediator termed slow-

reacting substance of anaphylaxis or SRSA was identified.  SRSA is a mixture of the 

leukotrienes C4, D4 and E4. Mast cells secrete SRSA during an anaphylactic reaction 

thereby inducing inflammation.  The elucidation of SRSA as products of arachidonic acid 

metabolism earned the Nobel Prize in Medicine in 1982.  Other studies (e.g. Adkins 

1984) have shown that leukotrienes C4 and D4 are produced in allergen-challenged skin 

in high concentrations as an element of mast cell degranulation.   

Today’s approved medications targeting inflammatory skin conditions have limitations.  

Antihistamines can partially reduce the signs and symptoms of acute inflammation, but 

even potent antihistamines are ineffective in the treatment of many skin diseases driven 

by the presence of leukotrienes.  Corticosteroids can decrease the longer term effects 

associated with inflammatory cell recruitment to injured or inflamed skin, but long term 

use is limited by side effects including thinning of the skin and increased risk of bleeding.  

Systemic absorption of corticosteroids is a risk associated with loss of epidermal 

integrity. In addition, corticosteroids do not block the synthesis or release of 

leukotrienes.  Widely used OTC preparations such as aloe-vera have been reported to 

provide symptomatic relief for skin conditions (notably mild burns), however the NIH has 

found no evidence that aloe is effective in treating any skin disorder.  

In summary, today’s treatment options do not specifically target leukotrienes, which 

remain active and can cause symptoms for many hours after an acute skin reaction 

occurs.  Targeting leukotrienes is a rationale approach to treating skin conditions.  This 

is supported by evidence that the oral formulations of both Zafirlukast or Montelukast 

have shown modest efficacy in skin conditions due to very low concentrations of drug in 

skin.  A topical anti-leukotriene in the form of an ointment or gel could provide significant 

short-term and long term relief for many skin disorders — either as monotherapy or in 

combination with other topical agents.   

PARTNERING OPPORTUNITIES:  Accolade is seeking licensing and co-

development arrangements for Zafi1 for both Rx and OTC use.   

ABOUT Zafi1: Accolade is investigating a proprietary formulation of Zafirlukast 

(Zafi1) that can easily applied topically for treating inflammatory skin disorders.    

 Currently in Phase II for the treatment of allergic dermatitis 

 Provides a safer alternative to topical steroid creams and ointments 

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

 For severe cases, it can provide a novel MOA to compliment steroid use  

 An ideal 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 target 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  


