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BOSTON, Jan. 20, 2022 (GLOBE NEWSWIRE) -- Compass Therapeutics, Inc. (Nasdaq: CMPX), a clinical-stage biopharmaceutical company
developing proprietary antibody-based therapeutics to treat cancer, today announced that the U.S. Food and Drug Administration (FDA) has cleared
its IND application for CTX-009, enabling the company to initiate a global Phase 2 clinical trial for CTX-009 in patients who have advanced Biliary Tract
Cancers (BTC) in the United States and South Korea. Compass plans to include the existing Phase 2 in South Korea in this global study, allowing it to
expand the ongoing study of CTX-009 under this IND. CTX-009 is a bispecific antibody that simultaneously targets Delta-like ligand 4 (DLL4) and
vascular endothelial growth factor A (VEGF-A).

“We are extremely pleased to announce today the FDA has accepted our IND application for CTX-009. We thank the reviewers at the FDA for their
review and comments on the Phase 2 study design,” said Thomas J. Schuetz, MD, PhD, CEO and Scientific Founder of Compass. “The ongoing
Phase 2 study in South Korea will now be expanded to a global study with the opening of US clinical sites in Q2. We believe that CTX-009 has the
potential to be an important new therapy for patients with biliary tract cancers, including cholangiocarcinomas,” added Dr. Schuetz.

About CTX-009

CTX-009 is a bispecific antibody that simultaneously targets Delta-like ligand 4 (DLL4) and vascular endothelial growth factor A (VEGF-A). This next
generation angiogenesis inhibitor has completed a Phase 1 dose escalation and expansion study, and a Phase 1b study in combination with
chemotherapy. As a monotherapy, CTX-009 demonstrated clinical benefit in heavily pre-treated patients who had progressed after prior therapy with
chemotherapy regimens containing VEGF blockers such as bevacizumab and ramucirumab. Several clinical responses were observed in patients with
advanced colorectal cancer and in patients with gastric cancer. Additional durable responses were also observed in the combination study with
chemotherapy in patients with cholangiocarcinoma.

About the Phase 2 Clinical Trial

A Phase 2 study was initiated in Q1 2021 in South Korea evaluating CTX-009 in combination with paclitaxel in patients with advanced Biliary Tract
Cancers (cholangiocarcinoma) in whom multiple prior regimens had failed. The study is a Simon Two-Stage adaptive Phase 2 Study. Enrollment in
Stage 1 of the study has been completed and the criteria to advance to Stage 2 of the study have been met. Notably, five partial responses (PRs) have
already been observed among the first 17 patients evaluated leading to a preliminary overall response rate (ORR) of 29%, and all patients evaluated
have had stable disease or better with a decline in tumor burden observed in 16 of the 17 patients leading to a Clinical Benefit Rate (CBR) of 100%.
The study is being conducted by Handok Pharmaceuticals and the clinicaltrials.gov identifier for the study is NCT04492033. Compass plans to add
sites in the United States to this study and plans to initiate Stage 2 of the Phase 2 study with Handok in Q2 of this year.

About Compass Therapeutics

Compass Therapeutics, Inc. is a clinical-stage, oncology-focused biopharmaceutical company developing proprietary antibody-based therapeutics to
treat multiple human diseases. Compass’ scientific focus is on the relationship between angiogenesis, the immune system and tumor growth. The
company pipeline of novel product candidates is designed to target multiple critical biological pathways required for an effective anti-tumor response.
These include modulation of the microvasculature via angiogenesis-targeted agents, induction of a potent immune response via activators on effector
cells in the tumor microenvironment, and alleviation of immunosuppressive mechanisms used by tumors to evade immune surveillance. Compass
plans to advance its product candidates through clinical development as both standalone therapies and in combination with proprietary pipeline
antibodies based on supportive clinical and nonclinical data. The company was founded in 2014 and is headquartered in Boston, Massachusetts.

For more information on Compass, please visit the company’s website at: www.compasstherapeutics.com

Forward-Looking Statements

This press release contains forward-looking statements. Statements in this press release that are not purely historical are forward-looking statements.
Such forward-looking statements include, among other things, statements regarding the Company’s product candidates, their development, regulatory
plans with respect thereto and therapeutic potential thereof, planned interactions with regulatory authorities, planned clinical development, use of
proceeds from our recent public offering, our cash resources and financial runway. Actual results could differ from those projected in any forward-
looking statements due to numerous factors. Such factors include, among others, the Company’s ability to raise the additional funding it will need to
continue to pursue its business and product development plans, the inherent uncertainties associated with developing product candidates and
operating as a development stage company, the Company’s ability to identify additional product candidates for development, the Company’s ability to
develop, complete clinical trials for, obtain approvals for and commercialize any of its product candidates, competition in the industry in which the
Company operates and market conditions. These forward-looking statements are made as of the date of this press release, and the Company
assumes no obligation to update the forward-looking statements, or to update the reasons why actual results could differ from those projected in the
forward-looking statements, except as required by law. Investors should consult all the information set forth herein and should also refer to the risk
factor disclosure set forth in the reports and other documents the Company files with the SEC available at www.sec.gov.
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