What Cancer Patients Need to Know About Enrolling in The
BioEclipse CRX100 Clinical Trial
Additional information about this study and general information about participating in
clinical trials can be found at ClinicalTrials.gov.
This is a Phase 1 trial to evaluate the safety and tolerability of CRX100 in participants 18 years
or older with advanced solid tumors that do not respond to standard of care. This trial will also
investigate the effect CRX100 has on participant’s tumor progression and overall immune
response.

CRX100 Clinical Trial Overview
•

Phase 1 of this clinical trial opens in Fall of 2020 and will enroll up to 24
participants with the following tumor types:
o Colorectal
o Epithelial Ovarian Cancer
o Gastric Cancer
o Hepatocellular Carcinoma
o Osteosarcoma
o Triple Negative Breast Cancer

•

Clinical Trial Identification Information
o Formal Trial Title: A Phase 1, Open-Label, Dose-Escalation Study of CRX100
in Patients With Advanced Solid Tumors
o Clinical Trials Identifier: NCT04282044
o Other Study ID Number(s): CRX100-001
o Sponsor: BioEclipse Therapeutics
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About Your Clinical Trial Sponsor
The mission of BioEclipse Therapeutics is to develop a new generation of therapies. Patients
diagnosed with advanced solid tumors, that are resistant to standard of care, urgently require new
treatment options. Our goal is to address this unmet need by providing multi-mechanistic therapies
aimed at eradicating tumors.

About CRX100
This clinical trial is testing CRX100, a combined immunotherapy designed to target and kill cancer
cells throughout the body while triggering an immune response that may prevent relapse. The two
agents of CRX100, the immune (CIK) cells and virus, have been tested in clinical trials separately
as stand-alone cancer treatments. Based on preclinical animal model results, combining CIK cells
and virus has the potential to become a viable treatment option. Preclinical animal studies
demonstrated that CRX100 migrates to the tumor site, targets tumors cells and delivers the
cancer destroying virus while healthy cells are not targeted.

Frequently Asked Questions
Q: How do I enroll in this trial?
A: BioEclipse is the trial sponsor, but the individual trial sites will manage patient recruitment
and enrollment based upon established inclusion criteria. Complete information about these
criteria can be found on the FDA website, ClinicalTrials.gov.
Q: Is there a chance I will receive a placebo?
A: No, this is an open label dose-escalation trial which means there is no placebo arm in the trial.
This trial tests our therapy at different doses.
Q: What is the purpose of a Phase 1 clinical trial?
A: A Phase 1 clinical trial is primarily intended to establish safety, tolerability and dosing
parameters, though early efficacy can be a secondary endpoint. Even though a drug has been
cleared by the FDA to advance into clinical trials, there is no guarantee that it will work in
humans. It is important to know that efficacy can only be established when a trial is statistically
significant in size.
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Q: How many patients are being enrolled in the Phase 1 trial?
A: Generally, a Phase 1 clinical trial will enroll anywhere from 10-30 patients. It is the first time
a drug candidate is administered in humans with the primary purpose being to establish that the
treatment is safe and to look at potential side effects that patients may experience when taking
the drug. We also need to evaluate how much drug we can safely administer, known as a doserange assessment. Establishing these initial parameters does not require a large number of
patients, so a Phase 1 trial is usually limited to a small group of participants.
Q: When will patient enrollment begin?
A: Fall 2020. BioEclipse will issue a press release to announce when enrollment begins and will
place that press release on the news tab on our website. Also check ClinicalTrials.gov.
Q: When is the trial expected to be completed?
A: Trial completion is highly dependent on how long it will take to enroll patients. This trial will
enroll 24 patients and the active time for each participant is six months after dosing with up to
two infusions of CRX100.
Q: What are adverse events and dose limiting toxicities?
A: An adverse event (AE) is any harmful medical occurrence in a clinical trial participant
whether or not the medical occurrence is related to treatment with the product. A dose limiting
toxicity is a side effect that is so severe it prevents the administration of that drug at a given dose
or higher. This is a critical parameter to establish, especially in the treatment of cancers that
frequently require high dosing levels to maximize efficacy. The evolving safety profile of
CRX100 will be closely monitored by the participating physicians and BioEclipse Therapeutics.
Q: Where can I find more information about the trial?
A: For more information about the trial design and protocols visit ClinicalTrials.gov.
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