Cellectar Reports Positive Top-line Response Rate of 30% from R/R Multiple Myeloma Cohort in
Ongoing Phase 2 Study of CLR 131
February 25, 2019
Company’s lead product candidate previously demonstrated positive top-line results from the diffuse large B-cell lymphoma cohort of this study
Dosing in multiple tumor types is ongoing; Cellectar intends to report additional data this year
FLORHAM PARK, N.J., Feb. 25, 2019 (GLOBE NEWSWIRE) -- Cellectar Biosciences, Inc. (NASDAQ: CLRB), a clinical-stage biopharmaceutical
company focused on the discovery, development and commercialization of drugs for the treatment of cancer, today announced additional positive
top-line results from its ongoing Phase 2 clinical study of CLR 131, the company’s lead product candidate. In the relapse refractory multiple myeloma
cohort, CLR 131 achieved a 30% overall response rate in the first 10 evaluable patients. All patients reported here were administered one, single
30-minute infusion of 25mCi/m2, which is approximately 25% less drug than the newly adopted fractionated dose of 15.625mCi/m2 on days 1 and 8.
The company previously announced an overall response rate of 33% in patients with R/R diffuse large B-cell lymphoma (DLBCL) also receiving the
single, 25mCi/m2 dose of CLR 131.
In the R/R multiple myeloma cohort, one patient achieved a very good partial response (a 90% or greater decrease in surrogate marker) and two had
partial responses (a 50% to 89% decrease in surrogate marker) as defined by the International Myeloma Working Group. The patients in this cohort
averaged five lines of systemic therapies prior to treatment with CLR 131. All patients in this cohort demonstrated at least stable disease. Cellectar
continues to dose additional patients at higher fractionated doses, and the company intends to announce further data from additional cohorts later this
year.
“We are encouraged by the 30% response rate and continued positive results in our ongoing Phase 2 study of CLR 131,” said James Caruso,
president and CEO of Cellectar. “This represents the second cohort of patients who have demonstrated encouraging responses to our lead drug
candidate while receiving sub-optimal single doses. We look forward to the availability of additional data this year and will continue to aggressively
enroll patients and dose at higher levels that have the potential to generate increased efficacy.”
Natalie Callender, M.D., Associate Professor of Medicine, Director University of Wisconsin Carbone Cancer Center Myeloma Clinical Program and a
lead investigator added, “The results from this cohort are impressive. Historically, patients receiving 4 th line chemotherapy treatment show a 15%
response rate, and patients receiving 5th line chemotherapy show an 8% response rate, whether dosed as mono-therapy or in combination. The high
response rates, combined with a significant reduction in surrogate markers of disease with a single, one-time infusion of CLR 131, have the potential
to make this drug attractive to patients in later lines of therapy. Additionally, the ability of CLR 131 to achieve a minimum of stable disease in 100% of
subjects dosed with minimal hematologic toxicities in the study to date is meaningful for these late-line patients.”
About the Phase 2 Study of CLR 131
The Phase 2 study is being conducted in approximately 10 leading cancer centers in the United States in patients with relapsed or refractory B-cell
hematologic cancers. The hematologic cancers being studied in the trial include multiple myeloma (MM), chronic lymphocytic leukemia/small
lymphocytic lymphoma (CLL/SLL), lymphoplasmacytic lymphoma (LPL), marginal zone lymphoma (MZL), mantle cell lymphoma (MCL), and
potentially diffuse large B-cell lymphoma (DLBCL).
The study's primary endpoint is clinical benefit response (CBR), with additional endpoints of overall response rate (ORR), progression free survival
(PFS), median overall survival (OS) and other markers of efficacy following a single 25.0 mCi/m2 dose of CLR 131, with the option for a second 25.0
mCi/m2 dose approximately 75-180 days later.
Based on the performance results from Cohort 5 of our Phase 1 study in patients with relapse or refractory MM, reviewed below, the Company has
modified the dosing regimen of this trial to a fractionated dose of 15.625 mCi/m2 administered on day 1 and day 8.
In addition to the CLR 131 infusion(s), MM patients will receive 40 mg oral dexamethasone weekly for up to 12 weeks. Efficacy responses will be
determined by the latest International Multiple Myeloma Working Group criteria. Efficacy for all lymphoma patients will be determined according to
Lugano criteria. Cellectar was awarded approximately $2 million in non-dilutive grant funding from the National Cancer Institute to help fund the trial.
More information about the trial, including eligibility requirements, can be found at www.clinicaltrials.gov, reference NCT02952508.
About Cellectar Biosciences, Inc.
Cellectar Biosciences is focused on the discovery, development, and commercialization of drugs for the treatment of cancer. The company plans to
develop proprietary drugs independently and through research and development (R&D) collaborations. The core drug development strategy is to
leverage our PDC platform to develop therapeutics that specifically target treatment to cancer cells. Through R&D collaborations, the company’s
strategy is to generate near-term capital, supplement internal resources, gain access to novel molecules or payloads, accelerate product candidate
development and to broaden our proprietary and partnered product pipelines.
The company’s lead PDC therapeutic, CLR 131, is in a Phase 1 clinical study in patients with R/R MM and a Phase 2 clinical study in R/R MM and a
range of B-cell malignancies. The company plans to initiate a Phase 1 study with CLR 131 in pediatric solid tumors and lymphoma, as well as a
second Phase 1 study in combination with external beam radiation for head and neck cancer.
The company’s product pipeline also includes one preclinical PDC chemotherapeutic program (CLR 1900) and partnered assets including PDCs from
multiple R&D collaborations.

For more information, please visit www.cellectar.com.
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