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Description
You have been invited to participate in this research study because you have a
 type of cancer disease called XXX.  LymphomaYour cancer has  and your disease has not responded, or is no longer
 responding to the standard treatments.  This research study is voluntary.  You can choose not to participate.herapy regimens or you are intolerant to standard
therapy. Lymphoma is a type of blood cancer. Your study participation is voluntary
and you can choose not to participate.
Purpose
The purpose of this study is to find determine the side effects and the highest dose of an experimental chemotherapy drug XYZ-123AG-636 that can be
 given to patients with  XXX cancer.lymphoma. 
Methods
In this research, a small number of subjects are given a low dose of XYZ-123, and side effects are noted. If the side effects are tolerable, then the next group will get a higher dose, and this will be repeated with successive groups until some patients get certain side effects. The particular dose you get will depend on when you enter the study. The dose you get will not increase. The intent is to find out what effects, good or bad,
AG-636 may have on your disease. AG-636 is an oral dihydroorotate dehydrogenase
(DHODH) inhibitor.
Before you can start the study you will have some routine tests done including a Quality of Life survey; you may also be asked for an optional tumor biopsy, or to have blood samples taken and stored for future research. 
You will take the study drug as a pill every day.  Routine physical exams, blood tests, and radiographs (CT scans or other scans) will be done at regular intervals.
You can stay on the medicine as long as your side effects are tolerable, or until your cancer starts to grow.
Screening
To find out if you are eligible to be in this study, your study team will review your
medical and surgical history, your medication history, perform a physical exam,
administer a quality of life assessment, take your vital signs, and an
Electrocardiogram (ECG) will be done to check your heart rhythm and rate. There will
be a blood sample and a Buccal swab taken, as well as tumor tissue collection and
an optional tumor biopsy. A pregnancy test will be performed on child bearing aged
females. Medications will be reviewed to determine if there are any concomitant
medications that you take.
Treatment
During your on-treatment visits you may receive the study drug and will have multiple
tests performed. Your study team will administer quality of life assessments, perform
a physical exam, and perform an ECG. The study team will also take your vital signs,
administer a pregnancy test to all child bearing aged females, and blood samples will
be taken.
End of Study
You will be asked to return to the study site approximately 28 days after the last dose
of AG-636. During this visit you may be assessed like an on-treatment visit.
Risks and Side Effects
There is no experience in humans with XYZ-123. In animals side effects have included diarrhea, mouth sores, rash, damage to kidneys and liver, and low blood counts leading to risk of bleeding or infection.  Similar drugs in people cause the same side effects.
The dose of XYZ-123 will be increased with each successive group of subjects in order to see what dose causes side effects. Therefore, depending on when you enter the study (which group you are in) you may get more side effects, or new side effects, not seen with lower doses.



There is currently no experience in humans with AG-636. The potential side effects
and risks are based on side effects seen in animal studies of AG-636, and on the
side effects of drugs with a mechanism of action similar to that of AG-636. Side
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effects and risks included but are not limited to: fetal toxicity, gastrointestinal toxicity,
oral toxicity, hematology toxicity, photo toxicity, skin, kidney, and liver toxicity, biopsy
risks, potential drug interactions, and dose-limiting toxicity.
Benefits and Alternatives
You will probably not get any benefit from being in this research.
Taking part in this study may or may not make your health better. There is no
guarantee that your health will improve and it is possible your condition may get
worse.
The information forom this study may help researchers determine the side effects and highest dose of XYZ-123 that can be safely given
doctors learn more about AG-636. This
information could help other people who have a similar condition in the future. This
could also be a benefit to society as this study seeks to determine the maximum
tolerated dose (MTD) of AG-636 and characterize its dose-limiting toxicities (DLTs)
when given to patients with lymphoma.
Instead of being in this research study, you can choose not to participate. Other
choices may include: getting medicines for treatment or care for your lymphoma cancer without being in a
 research study, or to takeing part in another study, or to getting no treatment, or getting  comfort care, also
 called palliative care. This type of care helps reduce pain, tiredness, appetite
problems, and other problems caused by the lymphoma. It does not treat the
lymphoma directly, but instead tries to improve how you feel. Comfort care tries to
keep you as active and comfortable as possible. Talk to your investigator about your
 choices before you decide if you will be take part in this study.
Additional Information:
Your investigator will review the main consent with you. The main consent has a
 complete description of this study
