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The Purpose of this Clinical Trial (provided by the Sponsor)

Background:   - Mithramycin is a drug that was first tested as a cancer therapy in the 1960s. It acted  against some 
forms of cancer, but was never accepted as a treatment. Research suggests that  it may be useful against some 
cancers of the chest, such as lung and esophageal cancer or  mesothelioma. Researchers want to see if 
mithramycin can be used to treat these types of  cancer.   Objectives:   - To see if mithramycin is safe and effective 
against different chest cancers.   Eligibility:   - Individuals at least 18 years of age who have lung, esophagus, 
pleura, or mediastinum  cancers.   Design:     -  Participants will be screened with a physical exam and medical 
history. Blood and urine       samples will be collected. Imaging studies and tumor tissue samples will be used to       
monitor the cancer before treatment.     -  Participants will receive mithramycin every day for 7 days, followed by 7 
days without       treatment. Each 14-day round of treatment is called a cycle.     -  Treatment will be monitored 
with frequent blood tests and imaging studies.     -  Participants will continue to take the drug for as long as the 
side effects are not       severe and the tumor responds to treatment.

This Clinical Trial is for people with the following condition(s)

Clinical Trial Identifier NCT01624090

Official Title Phase II Evaluation of Mithramycin, an Inhibitor of Cancer Stem Cell Signaling, in Patients 
With Malignancies Involving Lungs, Esophagus, Pleura, or Mediastinum

Sponsor National Cancer Institute (NCI)

Breast Cancer

Esophageal Cancer

Gastrointestinal Neoplasms

Lung Cancer

Mesothelioma

This Clinical Trial may involve the following Interventions, Drugs, or Procedures

Type Definition Definition SourceName

DrugMithramycin A drug used to treat some types of testicular 
cancer. It is also used to treat a higher-than-
normal amounts of calcium in the blood or urine. 
Plicamycin binds to DNA and prevents cells from 
making RNA and proteins. It is a type of 
antineoplastic antibiotic.
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This Clinical Trial began in June 2012

The number of people planned to enroll in this Clinical Trial is 57

This Clinical Trial is in Phase 2

United States Food and Drug Administration (FDA) regulated? Yes

This Clinical Trial is expected to be completed by December 2018

Study Start Date

Study End Date

Enrollment

FDA-Regulated Drug Study Indicator

Additional Information about this Clinical Trial See Glossary of Terms for

Phase

Keyword Definition Definition Source

Glossary of Terms

Cancer Stem Cell A malignant cell which may derive from mutations in normal 
stem cells. Cancer stem cells proliferate and give rise to other 
malignant cells. They may be present in very small numbers in 
the tumor and may not be present in all tumors. Many 
investigators believe that cancer stem cells cause relapse of the 
tumor and that novel cancer therapies should specifically target 
those cells.

National Cancer 
Institute Thesaurus

Clinical Trial Design

Design Definition Definition Source

nonrandomized clinical trial A clinical trial in which the participants are not assigned by 
chance to different treatment groups. Participants may choose 
which group they want to be in, or they may be assigned to the 
groups by the researchers.

National Cancer 
Institute Glossay of 
Terms

Efficacy Study A study of the relative therapeutic efficacy of treatment of a 
disease. Usually this is a Phase II or III study.

National Cancer 
Institute Thesaurus

Parallel Study A type of clinical study in which subjects are assigned to one of 
two treatment arms at the beginning of the trial and continue in 
that arm throughout the length of the trial. Study subjects are 
only exposed to the treatment that is assigned to the particular 
study arm they are enrolled in.

National Cancer 
Institute Thesaurus

Open Label Study A type of study in which both the health providers and the 
patients are aware of the drug or treatment being given.

National Cancer 
Institute Glossay of 
Terms

Treatment Study A type of study protocol designed to evaluate intervention(s) for 
disease treatment.

National Cancer 
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Information about this Record

ClinicalTrials.gov processed this data on January 12, 2017

Link to the current ClinicalTrials.gov record. https://clinicaltrials.gov/show/NCT01624090

Enrollment The act of registration, entering in a list, catalog, group, study; 
also, the number of subjects enrolled.

National Cancer 
Institute Thesaurus

FDA-Regulated Drug Study 
Indicator

An indication as to whether the study involves an FDA-regulated 
drug.

National Cancer 
Institute Thesaurus

Phase II Trial A study to test whether a new treatment has an anticancer 
effect (for example, whether it shrinks a tumor or improves 
blood test results) and whether it works against a certain type 
of cancer.

National Cancer 
Institute Glossay of 
Terms

Study End Date The date on which the study concludes. National Cancer 
Institute Thesaurus

Study Start Date The date on which a study began. National Cancer 
Institute Thesaurus
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