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Substance: Deucravacitinib 

Brand Name: Sotyktu® 

Originator/licensee: 

Bristol-Myers Squibb Pharma 

EEIG 

Classification: NCE 

ATC code: L04AA56 

Orphan Status: 

Eu:  No 

Us: No 

Mechanism of action:  

Deucravacitinib is a selective 

immunosuppressantthat inhibits 

the TYK2 enzyme. TYK2 mediates 

signalling of IL-23, IL-12, and IFNs, 

which are naturally occurring 

cytokines involved in 

inflammatory and immune 

responses. By binding to TYK2, 

deucravacitinib inhibits receptor-

mediated activation of TYK2 and 

its downstream functions in cells, 

which controls the inflammation 

caused by plaque psoriasis. [1] 

 

 

 

 

 

 

 

Authorized Indication:  

EMA:Deucravacitinibis indicated for 

the treatment of moderate to severe 

PsO in adults who are candidates for 

systemic therapy[1]. 

 

FDA:Deucravacitinbis indicated for the 

treatment of adults with moderate-to-

severe PsO who are candidates for 

systemic therapy or phototherapy [2]. 

Route of administration:  OS 

Licensing status: 

EU CHMP P.O. date:26/01/2023 

FDA M.A. date: 09/09/2022 

EU Speed Approval Pathway: No 

FDA Speed Approval Pathway: No 

------  

ABBREVIATIONS: 

AE: Adverse event 

BID: twice a day 

CHMP: Committee for Medicinal Products 

for Human Use 

IFNs: type I interferons 

IL:Interleukin 

M.A.: Marketing Authorization 

PASI:Psoriasis Area and Severity Index 

SAE: Serius adverse event 

sPGA:Static Physician’s Global Assessment 

TNF- α:Tumore necrosis factor 

TYK2: Tyrosine kinase 2  

P< :P value 

Pbo: placebo 

PsO: severe plaque psoriasis 

RR: response rates 

vs: versus 

 

 

 

 

 

Summary of clinical EFFICACY:  

POETYK PSO-1 trial (NCT03624127)was a multi-center, randomized, double-blind, pbo and active comparator-controlled phase III trial, to 

compare the efficacy and safety of deucravacitinib vs pbo and apremilast in adults with moderate to severe plaque psoriasis pts were ≥18 

years with moderate to severe PsO(sPGA ≥3, PASI ≥12, andbody surface area involvement ≥10%) for ≥6 months before screening were 

enrolled. 

Pts were randomized 2:1:1 to deucravacitinib 6 mg every day (n = 332), pbo (n = 166), or apremilast 30 mg (n = 168) BID. Co-primary end-

points included RR for ≥75% reduction from baseline in PASI* and sPGA of 0 or 1 with deucravacitinib vs pbo at week 16*, with ≥ 2-point 

improvement from baseline for deucravacitinib vs pbo at week 16. 

At week 16, RR for the two co-primary end points were significantly higher with deucravacitinib vs pbo or apremilast:  

 

RR PASI 75 sPGA 0/1 

Deucravacitinib 194 (58.4%) 178 (53.6%) 

Pbo or apremilast 21 (12.7%) 12 (7.2%) 

p-value P<0.0001 P < 0.0001 
*PASI 75: ≥75% reduction from baseline in Psoriasis Area and Severity Index [3] [4]. 

 

Summary of clinical SAFETY: 

AE rates with deucravacitinib were similar to those with pbo and apremilast during weeks 0-16. The most frequent AEs in deucravacitinib 

group were nasopharyngitisand upper respiratory tract infection, whereas headache, diarrhea, and nausea were more common with 

apremilast than in other treatment groups. 

The frequency of SAE was lowest in the deucravacitinib group. No AEs leading to discontinuation occurred in >1 patient receiving 

deucravacitinib.One death occurred in the placebo group on day 23 due to hypertensive cardiovascular disease; no deaths occurred with 

deucravacitinib or apremilast. 

The table below shows overall safety summary results at weeks 0-16: 

 

AE category Pbo (n=165), n(%) Deucravacitinib (n=332), n(%) Apremilast (n=168), n(%) 

Any AE 70 (42.4) 176 (53.0) 93 (55.4) 

Serious AEs 9 (5.5) 7 (2.1) 4 (2.4) 

Treatment-related AEs 20 (12.1) 65 (19.6) 36 (21.4) 

AE leading to discontinuation 7 (4.2) 6 (1.8) 10 (6.0) 

Deaths 1 (0.6) 0 (0.0) 0 (0.0) 

Nasopharyngitis 7 (4.2) 21 (6.3) 14 (8.3) 

Upper respiratory tract infec-

tion 6 (3.6) 21 (6.3) 3 (1.8) 

Headache 5 (3.0) 16 (4.8) 17 (10.1) 

Diarrhea 6 (3.6) 13 (3.9) 17 (10.1) 

Nausea 4 (2.4) 7 (2.1) 19 (11.3) 

 

Ongoing studies: 

For the same indication: Yes[5] 

For other indications: Yes[5] 

 

Discontinued studies (for the same indication): No [5] 
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Cost of therapy: 

Price is not yet available. 

 

Epidemiology: 

PsO is the most frequent clinical variant of 

psoriasis. In the general Italian 

populationPsO is estimated at 2.8%, with a 

higher frequency in males. It is estimated 

that about 1,500,000 Italians are affected by 

the disease [6]. 

 

POSSIBLE PLACE IN THERAPY: 

Systemic treatments for MSPP approved in 

Italy include either phototherapy, 

narrowband UVB light, or 

photochemotherapy (i.e. psoralen plus UVA 

light), and systemic agents such as 

cyclosporine, methotrexate, acitretin, 

apremilast, TNF- α blockers (etanercept, 

infliximab, adalimumab), ustekinumab and 

secukinumab [7]. 

Recently, certolizumab, brodalumab, 

dimethyl fumarate, ixekizumab, 

tildrakizumab and guselkumab received 

authorization for the treatment of MSPP in 

adults who are candidates for systemic 

therapy [7]. 

 

OTHER INDICATIONS IN DEVELOPMENT:  

Psoriasis; Psoriatic arthritis; Systemic lupus 

erythematosus [5]. 

 

SAME INDICATION IN EARLIER LINE(S) OF 

TREATMENT:/ 

 

OTHER DRUGS IN DEVELOPMENT for the 

SAME INDICATION:No 

 

*Service reorganization: No 

*Possible off label use: Yes 
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