
 
 
 
 
 
 

 

News Release 

 

Takeda’s Zasocitinib Landmark Phase 3 Plaque Psoriasis Data Show Promise to Deliver Clear 
Skin in a Once-Daily Pill, Catalyzing a New Era of Treatment 

• Pivotal Phase 3 studies of once-daily oral zasocitinib met all primary and ranked 
secondary endpoints in patients with moderate-to-severe plaque psoriasis 

• More than half of study participants treated with zasocitinib achieved clear or almost 
clear skin (PASI 90), and on average about 30 percent achieved completely clear skin 
(PASI 100) by week 16 

• Zasocitinib was generally well-tolerated with a safety profile consistent with previous 
clinical studies 

______________________________________________________________________________ 

OSAKA Japan AND CAMBRIDGE, Massachusetts, December 18, 2025 – Takeda 
(TSE:4502/NYSE:TAK) today announced positive topline results for the two pivotal Phase 3 

randomized, multicenter, double-blind, placebo- and active comparator-controlled studies of 
zasocitinib (TAK-279), a next-generation, highly selective oral tyrosine kinase 2 (TYK2) inhibitor, 
in adults with moderate-to-severe plaque psoriasis (PsO). The studies demonstrated superiority 
of zasocitinib compared to placebo for the co-primary endpoints, static Physician Global 
Assessment (sPGA) 0/1 and Psoriasis Area and Severity Index (PASI) 75, at week 16, with a 
significantly greater PASI 75 response rate seen as early as week 4 and continuing to increase 
through week 24. The studies also met all 44 ranked secondary endpoints, including PASI 90, 
PASI 100 and sPGA 0 against placebo and apremilast, showing the potential of a convenient 
once-daily pill to deliver complete skin clearance for patients with PsO.  
 
“People living with psoriasis continue to seek safe, effective and fast-acting oral therapies. 
These landmark results support zasocitinib’s promise to become a leading oral treatment 
option that can deliver clear skin for patients with plaque psoriasis,” said Christophe Weber, 
president and chief executive officer at Takeda. “This marks the third positive Phase 3 readout 
from our overarching pipeline this year. Each of these programs – zasocitinib, oveporexton and 
rusfertide – has potential to transform patient lives, redefine medical practice and deliver 
significant revenue growth in the future.” 

https://www.takeda.com/investors/overview/


Zasocitinib was generally well-tolerated. The safety and tolerability profile of zasocitinib in the 
Phase 3 studies remained consistent with prior studies, including the Phase 2b plaque psoriasis 
study. The most common adverse events through week 24 were upper respiratory tract 
infection, nasopharyngitis and acne, with no new safety signals identified.  

“It is incredibly rewarding and exciting to see our Phase 2 results validated in Phase 3, with 
more than half of patients treated with zasocitinib achieving clear or almost clear skin (PASI 90) 
and about 30 percent achieving completely clear skin (PASI 100) at week 16, with response 
rates continuing to increase through week 24,” said Andy Plump, M.D., Ph.D., president of R&D 
at Takeda. “These findings help demonstrate that highly selective inhibition of TYK2, a key 
mediator of IL-23 and other signaling pathways fundamental to psoriasis, may provide patients 
with significant reductions in their disease burden, including for many, the possibility of 
complete skin clearance.” 

Takeda intends to present the results at upcoming medical congresses and plans to submit a 
New Drug Application with the United States Food and Drug Administration and other 
regulatory authorities starting in fiscal year 2026.  

Zasocitinib is also being evaluated in a head-to-head study against deucravacitinib in plaque 
psoriasis, Phase 3 studies in psoriatic arthritis and Phase 2 studies in Crohn’s disease and 
ulcerative colitis, among other indications.1-6 Results from the Phase 3 studies have no 
significant impact on the full-year consolidated forecast for the fiscal year ending March 31, 
2026. 

About Plaque Psoriasis  

Psoriasis is a chronic immune-mediated inflammatory disease in which the body’s immune 
system causes inflammation which results in skin cells that multiply too quickly.7 Plaque 
psoriasis, the most common form of psoriasis, is characterized by raised, red, gray or purple 
patches of skin that are itchy, painful and covered by scales.8-10 Psoriatic plaques can cover any 
part of the skin surface but are mostly found on the scalp, face, arms and elbows, legs, knees, 
torso, genitals, nails and in skin folds.7,11 Many people living with psoriasis experience intense 
itching and burning from their psoriasis plaques that disrupt their daily lives.9,10 Patients also 
report that their symptoms negatively impact their mental health and quality of life and can 
lead to social isolation.12 Globally, an estimated 64 million people are living with psoriasis and 
about 80-90% of those have plaque psoriasis.13,14  

About Zasocitinib (TAK-279) 

Zasocitinib is an investigational, next-generation, highly selective oral TYK2 inhibitor that 
maintains 24-hour inhibition of IL-23 plus other core disease-driving immune pathways.15,16 It 



has the potential to be a leading oral treatment option for people living with immune-mediated 
inflammatory diseases. Zasocitinib has more than 1-million-fold greater selectivity for TYK2 
compared to other JAK enzymes, which could maximize TYK2 inhibition without impacting JAK1, 
2 and 3 signaling, based on in vitro data.15,17 Takeda is currently evaluating the safety and 
efficacy of zasocitinib in a head-to-head study against deucravacitinib in plaque psoriasis and in 
Phase 3 studies in psoriatic arthritis. In addition, Phase 2 studies are ongoing in Crohn’s disease, 
ulcerative colitis and vitiligo, and being initiated in hidradenitis suppurativa (HS).1-6 Zasocitinib is 
an investigational compound that has not been approved for use by any regulatory authority. 

About the LATITUDE Psoriasis Phase 3 Studies 

The Latitude Phase 3 psoriasis studies (NCT06088043 and NCT06108544) are global, 
multicenter, randomized, double-blind, placebo- and active comparator-controlled studies to 
evaluate the efficacy, safety and tolerability of zasocitinib in adult patients with moderate-to-
severe plaque psoriasis.18,19 The studies were conducted in 21 countries and enrolled 693 and 
1,108 participants, respectively. The co-primary endpoints were the proportion of zasocitinib-
treated patients achieving sPGA 0/1 and PASI 75 response compared to placebo at week 16.18,19 
Ranked (key) secondary endpoints included comparisons versus placebo (week 16) and 
apremilast (week 16 and week 24).18,19   

About Tyrosine Kinase 2 (TYK2) Inhibitors 

TYK2 is an intracellular enzyme and member of the Janus kinase (JAK) protein family.17,20,21 
However, TYK2 is distinct from JAK1, 2 and 3 as it primarily regulates immune responses, 
whereas JAK1, 2 and 3 regulate broader biological processes. 17,20,21 TYK2 mediates IL-23 plus 
other immune and inflammatory signaling pathways that are fundamental to psoriasis, psoriatic 
arthritis and other immune-mediated inflammatory diseases.22 Highly selective allosteric 
inhibition of TYK2, with minimal inhibition of JAK1, 2 and 3, may be a promising therapeutic 
approach to target immune-mediated inflammation while potentially avoiding risks associated 
with inhibition of other members of the JAK family. 23 

About Takeda 

Takeda is focused on creating better health for people and a brighter future for the world. We 
aim to discover and deliver life-transforming treatments in our core therapeutic and business 
areas, including gastrointestinal and inflammation, rare diseases, plasma-derived therapies, 
oncology, neuroscience and vaccines. Together with our partners, we aim to improve the 
patient experience and advance a new frontier of treatment options through our dynamic and 
diverse pipeline. As a leading values-based, R&D-driven biopharmaceutical company 
headquartered in Japan, we are guided by our commitment to patients, our people and the 
planet. Our employees in approximately 80 countries and regions are driven by our purpose 

https://clinicaltrials.gov/study/NCT06088043
https://clinicaltrials.gov/study/NCT06108544


and are grounded in the values that have defined us for more than two centuries. For more 
information, visit www.takeda.com.  
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Important Notice 

For the purposes of this notice, “press release” means this document, any oral presentation, 
any question-and-answer session and any written or oral material discussed or distributed by 
Takeda Pharmaceutical Company Limited (“Takeda”) regarding this release. This press release 
(including any oral briefing and any question-and-answer in connection with it) is not intended 
to, and does not constitute, represent or form part of any offer, invitation or solicitation of any 
offer to purchase, otherwise acquire, subscribe for, exchange, sell or otherwise dispose of, any 
securities or the solicitation of any vote or approval in any jurisdiction. No shares or other 
securities are being offered to the public by means of this press release. No offering of 
securities shall be made in the United States except pursuant to registration under the U.S. 
Securities Act of 1933, as amended, or an exemption therefrom. This press release is being 
given (together with any further information which may be provided to the recipient) on the 
condition that it is for use by the recipient for information purposes only (and not for the 
evaluation of any investment, acquisition, disposal or any other transaction). Any failure to 
comply with these restrictions may constitute a violation of applicable securities laws. 

The companies in which Takeda directly and indirectly owns investments are separate entities. 
In this press release, “Takeda” is sometimes used for convenience where references are made 
to Takeda and its subsidiaries in general. Likewise, the words “we”, “us” and “our” are also used 
to refer to subsidiaries in general or to those who work for them. These expressions are also 
used where no useful purpose is served by identifying the particular company or companies. 

Forward-Looking Statements 

This press release and any materials distributed in connection with this press release may 
contain forward-looking statements, beliefs or opinions regarding Takeda’s future business, 

https://www.takeda.com/
mailto:yuko.yoneyama@takeda.com
mailto:Jennifer.Henesey@takeda.com


future position and results of operations, including estimates, forecasts, targets and plans for 
Takeda. Without limitation, forward-looking statements often include words such as “targets”, 
“plans”, “believes”, “hopes”, “continues”, “expects”, “aims”, “intends”, “ensures”, “will”, 
“may”, “should”, “would”, “could”, “anticipates”, “estimates”, “projects”, “forecasts”, 
“outlook” or similar expressions or the negative thereof. These forward-looking statements are 
based on assumptions about many important factors, including the following, which could 
cause actual results to differ materially from those expressed or implied by the forward-looking 
statements: the economic circumstances surrounding Takeda’s global business, including 
general economic conditions in Japan and the United States and with respect to international 
trade relations; competitive pressures and developments; changes to applicable laws and 
regulations, including tax, tariff and other trade-related rules; challenges inherent in new 
product development, including uncertainty of clinical success and decisions of regulatory 
authorities and the timing thereof; uncertainty of commercial success for new and existing 
products; manufacturing difficulties or delays; fluctuations in interest and currency exchange 
rates; claims or concerns regarding the safety or efficacy of marketed products or product 
candidates; the impact of health crises, like the novel coronavirus pandemic; the success of our 
environmental sustainability efforts, in enabling us to reduce our greenhouse gas emissions or 
meet our other environmental goals; the extent to which our efforts to increase efficiency, 
productivity or cost-savings, such as the integration of digital technologies, including artificial 
intelligence, in our business or other initiatives to restructure our operations will lead to the 
expected benefits; and other factors identified in Takeda’s most recent Annual Report on Form 
20-F and Takeda’s other reports filed with the U.S. Securities and Exchange Commission, 
available on Takeda’s website at: https://www.takeda.com/investors/sec-filings-and-security-
reports/ or at www.sec.gov. Takeda does not undertake to update any of the forward-looking 
statements contained in this press release or any other forward-looking statements it may 
make, except as required by law or stock exchange rule. Past performance is not an indicator of 
future results and the results or statements of Takeda in this press release may not be 
indicative of, and are not an estimate, forecast, guarantee or projection of Takeda’s future 
results. 

Medical Information 

This press release contains information about products that may not be available in all 
countries, or may be available under different trademarks, for different indications, in different 
dosages, or in different strengths. Nothing contained herein should be considered a solicitation, 
promotion or advertisement for any prescription drugs including the ones under development. 
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