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Allakos Announces Positive Interim Results from an Open-Label Extension Study of Antolimab (AK002) in 

Patients with Eosinophilic Gastritis and/or Eosinophilic Duodenitis 

 

-- Antolimab treatment provided durable symptom improvement and blood and tissue eosinophil depletion -- 
 

-- Symptomatic benefit increased with duration of antolimab treatment -- 
 

 

REDWOOD CITY, Calif., May 4, 2020 (GLOBE NEWSWIRE) -- Allakos Inc. (the “Company”) (Nasdaq: ALLK), a 

biotechnology company developing antolimab (AK002) for the treatment of eosinophil and mast cell-related 

diseases, today reported results from a long-term open-label extension (OLE) study of antolimab for the 

treatment of patients with eosinophilic gastritis (EG) and/or eosinophilic duodenitis (EoD). The results were 

accepted for oral presentation and presented virtually at the Digestive Disease Week (DDW) Annual Meeting. 

The Company previously announced the initiation of a Phase 3 study in EG and/or EoD and initiation of a 

Phase 2/3 study in eosinophilic esophagitis. 

 

Phase 2 ENIGMA and Open-Label Extension Study Design 

ENIGMA was a multi-center, randomized, double-blind, placebo-controlled Phase 2 study that enrolled 

symptomatic patients with biopsy-confirmed eosinophilia of the stomach (≥30 eosinophils/HPF in 5 HPFs) 

and/or duodenum (≥30 eosinophils/HPF in 3 HPFs). Total symptom score (TSS) was measured daily using a 

patient reported questionnaire that scored symptoms on a scale from 0 to 10 (abdominal pain, nausea, 

vomiting, early satiety, loss of appetite, abdominal cramping, bloating, and diarrhea). Patients treated with 

antolimab showed statistically significant reductions in tissue eosinophil counts and improvements in patient 

reported symptoms. Patients who completed the Phase 2 ENIGMA study were eligible to enroll in the OLE 

study and received monthly doses of antolimab. In the OLE study, symptoms were assessed daily and tissue 

eosinophil levels were assessed on days 323 and 659. The goal of the OLE study was to examine the long-

term use of 3.0 mg/kg antolimab for treatment of EG and/or EoD. 

 

Open-Label Extension (OLE) Interim Results 

Fifty-eight of 59 eligible ENIGMA patients elected to enter the long-term extension study. As of April 28, 

2020, 35 patients completed at least 52 weeks of antolimab treatment, 12 patients discontinued prior to 

reaching 52 weeks of treatment, and 11 patients are active and have less than 52 weeks of treatment. 

Patients treated with antolimab experienced sustained eosinophil depletion in blood and tissue. Blood 

eosinophil levels rapidly decreased and remained suppressed (Figure 1). Histologic remission was achieved in 

94% of patients (45/48). Disease symptoms improved over time with patients reaching 68% mean decrease in 

TSS at weeks 51-52 (Figure 2). 
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Figure 1. Blood Eosinophils Levels Over Time from ENIGMA Baseline 

 
 

 

Figure 2. Change in TSS Over Time   

 
 

 

OLE Treatment Responses  

Endpoint Response 

% of Patients with Histologic Remission1 94% (45/48) 

% Change in TSS at Weeks 51-522 -68% 

% of Patients with ≥50% Improvement in TSS Weeks 51-52 70% 

% of Patients with ≥70% Improvement in TSS Weeks 51-52 57% 

% of Patients with ≥90% Improvement in TSS Weeks 51-52 30% 
1 Biopsies were collected on day 323 from entering ENIGMA. Histologic remission was defined as eosinophil 

counts of ≤4 eosinophil/hpf in the stomach and/or ≤15 eosinophils/hpf in the duodenum 
2 TSS was measured daily and is comprised of all 8 patient-reported symptoms each measured on a scale from 

0 to 10 (abdominal pain, nausea, vomiting, early satiety, loss of appetite, abdominal cramping, bloating, and 

diarrhea) 
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Antolimab was generally well tolerated in the OLE study. The most common adverse event was infusion-
related reactions (including flushing, feeling of warmth, headache, nausea, and/or dizziness) which occurred 
mostly on the first infusion. No infusion-related reactions occurred in patients who received a single dose of 
oral prednisone the day prior to first infusion. There were no drug-related serious adverse events in the OLE.  
 

Access to accepted abstracts, ePosters and ePapers is available from the DDW website. In addition, abstracts 

will publish in the May 2020 online supplement to the American Gastroenterological Society’s journal - 

Gastroenterology. The posters and slides from multiple presentations made by the Company and its 

collaborators will also be made available on the Allakos website following each presentation. 

 

About Eosinophilic Gastritis, Eosinophilic Duodenitis, and Eosinophilic Esophagitis 

Eosinophilic gastritis, eosinophilic duodenitis (previously referred to as eosinophilic gastroenteritis), and 

eosinophilic esophagitis are severe inflammatory orphan diseases characterized by the presence of high 

levels of eosinophils in the stomach, duodenum, or esophagus, respectively. Common symptoms of the 

diseases include severe abdominal pain, nausea, diarrhea, bloating, cramping, early satiety, loss of appetite, 

vomiting, dysphagia, and weight loss. The current estimated prevalence of eosinophilic gastritis and 

eosinophilic duodenitis in the United States is approximately 50,000 people. The estimated prevalence of 

eosinophilic esophagitis in the United States is approximately 150,000 people. There are no treatments 

approved specifically for these diseases. Treatment with systemic steroids can provide symptomatic 

improvement, but long-term treatment with steroids is generally not possible due to the numerous side 

effects. Allakos has received orphan drug designation for antolimab in eosinophilic gastritis, eosinophilic 

gastroenteritis, and eosinophilic esophagitis. 

 

About Allakos  

Allakos is a clinical stage biotechnology company developing antibodies that target immunomodulatory 

receptors present on immune effector cells involved in allergic, inflammatory, and proliferative diseases. The 

Company’s lead antibody, antolimab (AK002), targets Siglec-8, an inhibitory receptor selectively expressed on 

human mast cells and eosinophils. Antolimab has been shown to inhibit mast cells and deplete eosinophils. 

Inappropriately activated eosinophils and mast cells have been identified as key drivers in a number of severe 

diseases affecting the gastrointestinal tract, eyes, skin, lungs and other organs. Antolimab has been tested in 

multiple clinical studies. In these studies, antolimab eliminated blood and tissue eosinophils, inhibited mast 

cells and improved disease symptoms in patients with eosinophilic gastritis and/or eosinophilic duodenitis, 

eosinophilic esophagitis, mast cell gastrointestinal disease, severe allergic conjunctivitis, chronic urticaria, 

and indolent systemic mastocytosis. For more information, please visit the Company's website at 

www.allakos.com. 

 

Forward-Looking Statements 

This press release contains forward-looking statements within the meaning of The Private Securities Litigation 

Reform Act of 1995 as contained in Section 27A of the Securities Act of 1933, as amended, and Section 21E of 

the Securities Exchange Act of 1934, as amended. Such forward-looking statements include, but are not 

limited to, Allakos’ progress and business plans and plans relating to its future clinical trials. Such statements 

are subject to numerous important factors, risks and uncertainties that may cause actual events or results to 

differ materially from current expectations and beliefs, including but not limited to: Allakos’ early stages of 

https://ddw.apprisor.org/epsWelcome.cfm?CFID=7218676&CFTOKEN=4b23dd514799e309-EAFFD9ED-C9E6-63FB-B51D68D35C4ACB3C
http://www.allakos.com/
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clinical drug development; Allakos’ ability to timely complete clinical trials for, and if approved, 

commercialize antolimab (AK002), its lead compound; Allakos’ ability to obtain required regulatory approvals 

and appropriate labelling for its product candidates; uncertainties related to the enrollment of patients in its 

clinical trials; Allakos’ ability to demonstrate sufficient safety and efficacy of its product candidates in its 

clinical trials; uncertainties related to the success of later-stage clinical trials, regardless of the outcomes of 

preclinical testing and early-stage trials; market acceptance of Allakos’ product candidates; uncertainties 

related to the projections of the size of patient populations suffering from the diseases Allakos is targeting; 

Allakos’ ability to advance additional product candidates beyond antolimab (AK002); Allakos’ ability to obtain 

additional capital to finance its operations; and other important risk factors set forth in Allakos’ most recent 

Annual Report on Form 10-K filed with the SEC on February 25, 2020, and future reports to be filed with 

the SEC. These documents contain and identify important factors that could cause the actual results 

for Allakos to differ materially from those contained in Allakos’ forward-looking statements. Any forward-

looking statements contained in this press release speak only as of the date hereof, and Allakos specifically 

disclaims any obligation to update any forward-looking statement, except as required by law. These forward-

looking statements should not be relied upon as representing Allakos’ views as of any date subsequent to the 

date of this press release. 
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