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October 6, 2023 

 

National Stock Exchange of India Limited,  

Scrip Symbol: SUNPHARMA  

 

BSE Limited,  

Scrip Code: 524715  

 

 

Subject: Press Release 

  

Please find enclosed herewith our Press Release relating to “Sun Pharma Announces US FDA Filing 

Acceptance of New Drug Application (NDA) For Deuruxolitinib”, which we shall be releasing after 

sending this letter to you.  

 

This submission is being made pursuant to Regulation 30 of SEBI (Listing Obligations and Disclosure 

Requirements) Regulations, 2015.   

 

This is for your information and dissemination.  

 

Thank You, 

 

For Sun Pharmaceutical Industries Limited  

 

 

 

(Anoop Deshpande)  

Company Secretary and Compliance Officer 

ICSI Membership No.: A23983 
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FOR IMMEDIATE RELEASE 

 

Sun Pharma Announces US FDA Filing Acceptance  
of New Drug Application (NDA) For Deuruxolitinib 

 

Deuruxolitinib is being evaluated for treatment of moderate to severe alopecia 
areata 

 

Mumbai, INDIA and Princeton, N.J., October 06, 2023 – Sun Pharmaceutical Industries 
Ltd (Reuters: SUN.BO, Bloomberg: SUNP IN, NSE: SUNPHARMA, BSE: 524715, “Sun Pharma” 
and includes its subsidiaries or associate companies) today announced that the U.S. Food and 
Drug Administration (FDA) has accepted the New Drug Application (NDA) for deuruxolitinib, 
an investigational oral selective inhibitor of Janus kinases JAK1 and JAK2, for the treatment 
of adults with moderate to severe alopecia areata. In the NDA, Sun Pharma has submitted 
8mg twice daily regimen of deuruxolitinib for FDA review. 
 
“At Sun, we are committed to making a difference in the lives of patients,” said Abhay Gandhi, 
CEO - North America Business, Sun Pharma. “We believe that deuruxolitinib has the potential 
to be an important new treatment option for people who continue to struggle every day with 
the chronic nature of alopecia areata.” 
 
The NDA filing for deuruxolitinib with the U.S. FDA is based on two pivotal Phase III trials 
(THRIVE-AA1 and THRIVE-AA2), which included over 1200 patients across more than 135 
clinical trial sites. Data from these trials were most recently presented at the 2023 American 
Academy of Dermatology (AAD) Annual Meeting in March and previously presented at the 31st 
European Academy of Dermatology and Venereology Congress. The presentations highlighted 
the consistent and high-level efficacy with deuruxolitinib at the 8 mg dose in both Phase 3 
trials. Significant differences in achieving the clinically-meaningful SALT score ≤20 for 
treatment arm compared to placebo were seen as early as Week 8 and were maintained 
throughout the studies. Treatment with deuruxolitinib was generally well-tolerated and patient 
satisfaction was significantly higher for the 8mg dose compared with placebo. 
 
“People living with alopecia areata are dealing with more than just hair loss. Alopecia areata 
is a chronic autoimmune disease with psychological and emotional effects, and there is still 
significant unmet medical need in the community,” said Nicole Friedland, President and Chief 
Executive Officer of the National Alopecia Areata Foundation (NAAF). “We are excited that the 
FDA is evaluating another potential treatment option for this serious medical condition.” 
 
About deuruxolitinib and alopecia areata 
Deuruxolitinib is an investigational oral selective inhibitor of Janus kinases JAK1 and JAK2. 
 
Alopecia areata is an autoimmune disease in which the immune system attacks hair follicles, resulting in partial or 
complete loss of hair on the scalp and body. Alopecia areata may affect up to 2.5% of the United States and global 
population during their lifetime.1,2,3 The scalp is the most commonly affected area, but any hair-bearing site can 
be affected alone or together with the scalp. Onset of the disease can occur throughout life and affects both 
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women and men. Alopecia areata can be associated with serious psychological consequences, including anxiety 
and depression. There are currently limited treatment options available for alopecia areata. 
 
About THRIVE-AA1 and THRIVE-AA2 trial design 
THRIVE-AA1 and THRIVE-AA2 (NCT04518995 and NCT04797650) were randomized, double-blind, placebo-
controlled clinical trials in 1223 adult patients age 18-65 with moderate to severe alopecia areata at sites in the 
U.S., Canada and Europe evaluating the regrowth of scalp hair after 24 weeks of dosing using the SALT score. 
Patients were randomized to receive either 8 mg twice-daily or 12 mg twice-daily of deuruxolitinib or placebo for 
24 weeks. The primary endpoint was the percentage of patients achieving a SALT score of 20 or less at 24 weeks. 
Patients enrolled in THRIVE-AA1 and THRIVE-AA2 were required to have at least 50 percent scalp hair loss due to 

alopecia areata, as measured by SALT. A SALT score of 100 represents total scalp hair loss, whereas a score of 0 
represents no scalp hair loss. The average baseline SALT score across all patients in THRIVE-AA1 and THRIVE-AA2 
was approximately 85.9 and 87.9 respectively. 
 
References 
1. Benigno M. A Large Cross-Sectional Survey Study of the Prevalence of alopecia areata in the United States, 
Clinical, Cosmetic and Investigational Dermatology 2020. 
2. Lee HH et al. Epidemiology of alopecia areata, ophiasis, totalis, and universalis: A systematic review and meta-
analysis, J Am Acad Dermatol. 2020 Mar; 82(3):675-682. 
3. Fricke et al. Epidemiology and burden of alopecia areata: a systematic review, Clin Cosmet Investig Dermatol. 
2015 Jul 24;8:397-403.) 
 
Disclaimer 
Statements in this “Document” describing the Company’s objectives, projections, estimates, expectations, plans or 
predictions or industry conditions or events may be “forward looking statements” within the meaning of applicable 
securities laws and regulations. Actual results, performance or achievements could differ materially from those 
expressed or implied. The Company undertakes no obligation to update or revise forward looking statements to 
reflect developments or circumstances that arise or to reflect the occurrence of unanticipated 
developments/circumstances after the date hereof. 
 
About Sun Pharmaceutical Industries Ltd. (CIN - L24230GJ1993PLC019050): 
Sun Pharma is the world’s fourth largest specialty generics company with presence in Specialty, Generics and 
Consumer Healthcare products. It is the largest pharmaceutical company in India, and is a leading generic company 
in the US as well as Global Emerging Markets. Sun’s high growth Global Specialty portfolio spans innovative 
products in dermatology, ophthalmology, and onco-dermatology and accounts for over 16% of company sales. 
The company’s vertically integrated operations deliver high-quality medicines, trusted by physicians and consumers 
in over 100 countries. Its manufacturing facilities are spread across six continents. Sun Pharma is proud of its 
multi-cultural workforce drawn from over 50 nations. For further information, please visit www.sunpharma.com 
and follow us on Twitter @SunPharma_Live 
 
Contacts: Sun Pharma 

 
Investors            Media 
Dr. Abhishek Sharma Gaurav Chugh 

Tel + 91 22 4324 4324, Ext 2929  Tel + 91 22 4324 4324, Ext 5373 
Tel Direct + 91 22 43242929  Tel Direct + 91 22 43245373 
Mobile + 91 98196 86016  Mobile + 91 98104 71414 
E mail abhi.sharma@sunpharma.com  E mail gaurav.chugh@sunpharma.com 
 
US Contacts 
 

Media 
Janet Metz 
Tel Direct + 1 609-389-3044  
E mail janet.metz@sunpharma.com  
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