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Now recruiting 

A Randomized, Double Blind and Placebo-Controlled Phase II Study to 
Evaluate the Efficacy and Safety of SHR0302 tablets in Adult Patients with 

Alopecia Areata 
 
SHR0302 is a selective JAK1 inhibitor administered orally. An in vitro study has shown that its 
selectivity to JAK1 compared to JAK2 is about 16 times more than tofacitinib, and baricitinib. 
Selective inhibition of JAK1 can modulate multiple cytokine signalling pathways in AA 
pathogenesis, such as IL-15, and IFN-γ. From a safety perspective, the higher selectivity of 
SHR0302 for JAK1 also makes it a favourable candidate therapeutic agent. While inhibition of 
JAK1 and JAK3 contributes to the efficacy of autoimmune disease (e.g. RA and UC) treatment, 
inhibition of JAK2 may contribute to the safety concerns of anaemia, and thrombocytopenia, by 
interfering with signalling through erythropoietin, thrombopoietin and colony-stimulating 
factors such as granulocyte-macrophage colony-stimulating factor. Therefore, SHR0302’s 
unique selectivity to JAK1 inhibition may provide a favourable candidate from a benefit-risk 
perspective, and further clinical study aims to assess the efficacy and safety of oral JAK inhibitor 
in alopecia areata is warranted. 
 
Inclusion criteria: 

a. Male or female subjects between 18-65 years of age (both inclusive), at the time of 

informed consent; 

b. Clinical diagnosis of alopecia areata (AA) with no other cause of hair loss; 

 ≥ 25% scalp involvement of alopecia, including alopecia totalis (AT) and alopecia 

universalis (AU). AT refers to complete (100%) scalp hair loss, and AU refers to 100% 

scalp, facial and body hair loss. 

c. Duration of the current episode of scalp hair loss is 6 months to 8 years, and no evidence 

of terminal hair regrowth within 3 months prior to screening and baseline. 

d. All women of childbearing potential and all men must be willing to use at least one 

highly effective method of contraception from signing of informed consent, throughout 

the duration of the study, and for 1 month after last dose of study medication:  

• Male subjects with a female partner of childbearing potential must be willing to use 

condom in addition to a highly effective contraceptive method. 

e. Stopped all immunomodulatory biologic therapy > 12 weeks prior to first dose of study 

drug.   

f. Stopped intralesional steroid injection and all systemic treatments that could affect AA > 

8 weeks prior to first dose of study drug, including oral minoxidil. 

g. Stopped UV treatment and topical treatment > 4 weeks  

h. Any exposure to JAK inhibitors is exclusionary  

 
All treatments are provided free of charge. There are 8 visits over 6 months.  Patients receive 
$50 each visit as reimbursement for travel expenses.  Other inclusion and exclusion criteria 
apply. 
 
If you have any patients who are suitable, please ask them to call or email our clinical trials 
centre to schedule a screening visit. The number is (03) 9013 0099. The email address is: 
clinicaltrials@sinclairdermatology.com.au  
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