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The followingis given to you to tell you about this research study. Please read this form with care and
ask any questions youmay have about this study. Your questions will be answered. Also, you will be
givena copy of this consent form.

Key Information:
The first section of this document contains some key points that the research team thought you
would find important. The study is described in more detail after this section. If you do not
understand something, please ask someone.

Key information about this study:

The purpose of this research study is to find outif a drug called DEC-C(also known as ASTX727),
combination of decitabine [35mg] and cedazuridine [100mg], to be given with adrug called venetoclax,
is effective attreating people who have Acute Myeloid Leukemia (AML) that came back afteran
allogeneichematopoieticcell transplantation.

If you enroll on this study, you will take drugs orally and have up to two cycles of pre-remission therapy
and several cycles of post-remission therapy, depending how well your body reacts tothe treatment.
You will have tests, exams and procedures, including bone marrow biopsies and blood draws, that are
part of yourstandard care. You will also have bone marrow biopsies and genetictesting done for study
purposes. Each clinicvisit will last several hours.

There are risksto this study drugthat are describedin this document. The mostfrequentrisks
associated with this treatment regimen are: low white and red blood cell counts, low number of
platelets, tiredness, nausea, constipation, diarrhea, decreased appetite, and fever with a dangerously
low white blood cell count. Many people with acute myeloid leukemia already have these
signs/symptoms.

If you are interestedin learning more about this study, please continue reading below.

Detailed Information:
The rest of this document includes detailed information about this study (in addition to the
information listed above).
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You are beingasked to take part inthisresearch study because you have Acute Myeloid Leukemia (AML)
that came back after you had an allogeneichematopoietic cell transplantation. The purpose of this study
isto learnifthe investigational drug DEC-C (also known as ASTX727 or decitabine [35mg] +
cedazuridine [100mg]) and venetoclax can help your condition when used in combination.

Venetoclax has been approved by the FDA foruse in AML and chroniclymphocyticleukemia (CLL). DEC-C
has been approved by the FDA for use in MDS. Investigational means that both DEC-Cand venetoclax, in
combination, is still being tested inresearch studies and has not yet been approved by regulatory health
authorities, such asthe U.S. Food and Drug Administration (FDA) foryour disease.

There may or may not be a direct benefittoyouasa result of your participationin this study. This
research may contribute tothe understanding of cancerand itstreatmentand may eventually lead to
improvementsin treatment.

This research study was developed at Vanderbilt University Medical Center (VUMC). Sanjay Mohan, MD
at the Vanderbilt-Ingram Cancer Center (VICC) is the sponsor-investigator of this study. This studyis
supported by National Comprehensive Cancer Network (NCCN)through a grant from Taiho
Pharmaceutical Co., Ltd (Taiho). Personal information being collected as part of this study may be shared
with NCCN and Taiho. Neither NCCN or Taiho are sponsors of this study.

Choosingto participate in this study will mean you are choosing to receive the standard treatment for
your disease (venetoclax) in combination with an investigational agent (DEC-C). There may be other
treatment optionsthatare available toyou, including receiving only the standard therapy. You should
speak to yourdoctor aboutall of your treatment options priorto deciding to participate in this study.

You do not have to be inthisresearch study. You may choose not to be inthis study and get other
treatments without changing your healthcare, services, or otherrights. You can stop beingin this study
at any time. If we learn something new that may affect the risks or benefits of this study, you will be told
so that you can decide whetheror notyoustill wantto be in this study. Your medical record will contain
a note sayingyou are in a research study and may contain some research information about you.
Anyone you authorize toreceive your medical record will also get thisinformation.

If you decide youwould like to take partinthe studyandyou sign thisinformed consent form, you will
have screeningtests and procedures done to make sure you are eligible to participate.
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Screening

The following must be completed < 14 days prior to your first dose of study treatment:

You will be asked questions about your pastand current health including any past treatments for
your condition, and any ongoing medical conditions you may have

You will be asked about any medications you are currently taking

You will have a physical exam and a measure of yourvital signsincluding heightand weight

Your performance status will be assessed by questions about your ability to carry out daily

activities

12-Lead Electrocardiogram (ECG) to check the electrical activity of your heart, using 12 sticky pads

attachedto the surface of yourskin.

If you are female with the potential of becoming pregnant, you will have a pregnancy test. This may

be a blood testor a urine test

Urine will be collected to check yourorgan function

Blood will be drawn (about % tablespoon) to check the following:

o Blood Cell Counts (numbers of each type of blood cell)

o Coagulation (how yourblood clots)

o Chemistries (proteins, elements and mineralsin yourblood)

Blood will be drawn (about 4 tablespoons) for research testing:

o Pharmacodynamic(PD) blood draw. Pharmacodynamictestingis done to test the effects of
drugsin yoursystem.

You will have abone marrow biopsy or aspirate for disease assessment and for determination of

cancer-associated mutations.

Pre-treatment
Prophylactichydration treatment to prevent tumor lysis syndrome (TLS) atleast 2-3days priorto
the start of therapy

Laboratory monitoring for TLS will occur prior to the first dose oncycle 1 day 1. Blood will be drawn
(about ¥ tablespoon) to check TLS laboratory studies.

Treatment

Cycle 1 Study Treatment:

Prophylactichydration treatment to prevent tumor lysis syndrome (TLS) on days 1-3

Treatment with DEC-Cwill begin on Cycle 1Day 1 afterreceiving anti-TLS hydration/prophylaxis.
DEC-C istakenwith food at the same time each day.

Venetoclax will begin on Cycle 1 Day 1 afterreceiving anti-TLS hydration/prophylaxis.
Venetoclax dosingis ramped to 400mg/day overthree days, followed by continuous once daily
oral dosing. Venetoclaxis taken with food at the same time each day.
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On some of your clinicvisit days, you will be asked not to take study drug until afteryou have had your
blood drawn. The study staff will go over this with you.

You will come tothe clinicmultiple times during each 28-day cycle for your study treatmentand for
procedures and tests. Some of the procedures are being done as part of your routine cancer care. Some
are beingdone because you are participatingin this study. You will continue on the study treatments
until your disease gets worse, you have intolerable side effects, you decide to stop, or your doctor
decidesitwould be inyourbestinteresttostop.

You will be givenadosingdiary in which to record your doses of DEC-Cand venetoclax. You will be asked
to record the time you take your pills each day and the reason forany missed doses. You will be asked to
bring this diary with you along with all remaining pills to each appointment to review with the study
staff.

Cycle 1, Day 1-3:

e OnCyclel, Day 1 youwill be givenapill diary for DEC-Cand venetoclax. You will be asked to
bring the study treatment containers and dosing diary with you at each visitand compliance
with protocol-defined study treatment intake will be checked by pill countand review of the
dosingdiary

e OnCyclel, Day 1 onlyif not performed within seven days prior:

o Physicalexam

o Performance assessment (your ability to do daily activities)

o Weightwill be obtained

o Confirmation of anegative pregnancytestis requiredin all women of childbearing
potential priorto beginning protocol-directed therapies.

e You will have ameasure of yourvital signs

e You will be asked about any medications you are currently taking

e You will be asked how youfeel and about any side effects you may be experiencing

e Bloodwill be drawn (about ¥ tablespoon) to check the following:

o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyour blood)

e Ifyou are female with the potential of becoming pregnant, you will have a pregnancy test. This
may be a blood testor a urine test (if not performed previously within 72 hours of Cycle 1 Day 1)

e Duringthe firstthree days of therapy, tumorlysis syndrome (TLS) precautions will include
scheduled outpatient visits.

e Therapywitha uricacidreducingagent(e.g., allopurinol initiated at least 2-3 days priorto the
start of therapy) isrequired.
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e Laboratory monitoringfor TLS will continue forthe first three days of cycle 1. Blood will be
drawn (about % tablespoon) to check TLS laboratory studies.

e Unless contraindicated, allopurinol must be continued through the end of cycle 1.

e Intravenousfluids willbe administered daily during the ramp-up period.

Cycle 1, Day 5
e You will have ameasure of yourvital signs

e You will be asked aboutany medications you are currently taking
e You will be asked how youfeel and about any side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)
e Treatmentwith DEC-Cand venetoclax

Cycle1, Day 8
e You will have a physical exam and a measure of yourvital signsincluding weight
e You will be asked aboutany medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elementsand mineralsinyourblood)

Cycle 1, Day 15
e You will have a physical exam and a measure of yourvital signs including weight

e You will be asked about any medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about % tablespoon) to check the following:

o Blood Cell Counts (numbers of each type of blood cell)

o Chemistries (proteins, elements and mineralsinyourblood)

Cycle 1, Day 22
e You will have a physical exam and a measure of yourvital signsincluding weight

e You will be asked aboutany medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about % tablespoon) to check the following:

o Blood Cell Counts (numbers of each type of blood cell)

o Chemistries (proteins, elements and mineralsinyourblood)
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e Bloodwill be drawn (about4 tablespoons) forresearch testing:

o Pharmacodynamic(PD) blood samplesto study biomarkersforresearch. (Biomarkers
are biological indicators of how yourbody and illness may be reacting to the drugs that
you are receiving.)

e You will have abone marrow biopsy or aspirate for disease assessment and for determination of
cancer-associated mutations.

Pre-remission Therapy, Post-remission Therapy, and Post Treatment for patients with C1D22 Marrow
involved
Study Treatmentinthis phase:

e Venetoclax daily perprotocol

e DEC-C(RP2D) Post-remission Cycle 1D1, 5 per protocol

e DEC-C(RP2D) Post-remission Cycle 2D1 and beyond per protocol

Pre-remission Therapy—Cycle 2 Day 1
e You will have aphysical exam and a measure of yourvital signs including weight
e Your performance status will be assessed by questions about your ability to carry out daily
activities
e You will be asked aboutany medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elementsand mineralsinyourblood)

Pre-remission Therapy—Cycle 2 Day 8
e You will have ameasure of yourvital signs
e You will be asked aboutany medicationsyou are currently taking
You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon) to check the following:

o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)

Pre-remission Therapy—Cycle 2 Day 15
e You will have a physical exam and measure of yourvital signs
e You will be asked aboutany medicationsyou are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
Blood will be drawn (about % tablespoon) to check the following:
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o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)

Pre-remission Therapy—Cycle 2 Day 22

e You will have ameasure of yourvital signs
e You will be asked aboutany medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elementsand mineralsinyourblood)
e Bloodwill be drawn (about 4 tablespoons) forresearch testing:
o Pharmacodynamic(PD) blood samples
e You will have abone marrow biopsy or aspirate for disease assessment and for determination of
cancer-associated mutations.

Post-remission Therapy C1Day 1

e You will have a physical exam and a measure of yourvital signsincluding weight

e Your performance status will be assessed by questions about your ability to carry out daily
activities

e You will be asked about any medicationsyou are currently taking

e You will be asked how you feel and about any side effects you may be experiencing

e Bloodwillbe drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)

Post-remission Therapy C1 Day 5

You will have ameasure of yourvital signs
You will be asked about any medications you are currently taking
You will be asked how you feel and about any side effects you may be experiencing
Blood will be drawn (about % tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)

Post-remission Therapy C1Day 15

e You will have ameasure of yourvital signs
e You will be asked aboutany medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
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e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyour blood)

Post-remission Therapy C2Day 1
e You will have a physical exam and a measure of yourvital signsincluding weight
e Your performance status will be assessed by questions about your ability to carry out daily
activities
e You will be asked about any medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing

e Blood will be drawn (about % tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)

Post-remission Therapy C2 Day 15
e You will have ameasure of yourvital signs
e You will be asked aboutany medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing

Post-remission Therapy C3and beyond
e You will have a physical exam and a measure of yourvital signs including weight
e Your performance status will be assessed by questions about your ability to carry out daily
activities
e You will be asked about any medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)
Cycle 3 Day 1: You will have abone marrow biopsy oraspirate fordisease assessmentand for
determination of cancer-associated mutations.

Post-Treatment End of Treatment less than orequal to 10 days afterlast study dose
e You will have a physical exam and a measure of yourvital signs including weight
e Your performance status will be assessed by questions about your ability to carry out daily
activities
e You will be asked aboutany medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
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e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Coagulation (how yourblood clots)
o Chemistries (proteins, elements and mineralsin your blood)
e 12-lead Electrocardiogram (ECG) to check the electrical activity of your heart, using 12 sticky
pads attached to the surface of your skin.
e Ifyou are female with the potential of becoming pregnant, you will have a pregnancy test. This
may be a blood testor a urine test
e Urine will be collected to check yourorgan function
e Atendoftreatmentor Progressive disease: Blood will be drawn (about 4tablespoons) for
research testing:
o Pharmacodynamic(PD) blood samples
e Atendoftreatmentor Progressive disease: You will have abone marrow biopsy oraspirate for
disease assessment and for determination of cancer-associated mutations.

Post-Treatment Follow Up: 35 days afterlast study dose
e You will have aphysical examand a measure of yourvital signs including weight
e Your performance status will be assessed by questions about your ability to carry out daily
activities
e You will be asked about any medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing

¢ Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)

Survival followup
e You will be followed approximately every 3months for survival status for up to two years after

your last dose of study drug. Survival contact can be made via clinicvisit, chartreview,
telephone, or publicly available information.

Pre-remission Therapy, Post-remission Therapy, and Post Treatment for patients with C1D22 Marrow
uninvolved

Study Treatmentin this phase:
e Venetoclax daily perprotocol
e DEC-C(RP2D) Post-remission Cycle 1D15 per protocol
e DEC-C(RP2D) Post-remission Cycle 2D1 and beyond per protocol
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Post-remission Therapy C1Day 1
e You will have a physical exam and a measure of yourvital signsincluding weight
e Your performance status will be assessed by questions about your ability to carry out daily
activities
e You will be asked aboutany medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elementsand mineralsinyourblood)

Post-remission Therapy C1Day 5
You will have ameasure of yourvital signs
e You will be asked aboutany medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)

Post-remission Therapy C1Day 15
e You will have ameasure of your vital signs
e You will be asked aboutany medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)

Post-remission Therapy C2 Day 1
e You will have a physical exam and a measure of yourvital signs including weight
e Your performance status will be assessed by questions about your ability to carry out daily
activities
e You will be asked about any medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)

Post-remission Therapy C2 Day 5
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e You will have ameasure of yourvital signs
e You will be asked about any medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsin yourblood)

Post-remission Therapy C2 Day 15
e You will have ameasure of yourvital signs
e You will be asked aboutany medicationsyou are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)

Post-remission Therapy C3and beyond
e You will have aphysical examand a measure of your vital signsincluding weight
e Your performance status will be assessed by questions about your ability to carry out daily
activities
e You will be asked aboutany medications you are currently taking
e You will be asked how you feel and aboutany side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)

e Cycle3Day 1: You will have abone marrow biopsy oraspirate for disease assessment and for
determination of cancer-associated mutations.

Post-Treatment End of Treatmentless than orequal to 10 days after last study dose
e You will have a physical exam and a measure of yourvital signsincluding weight
e Your performance status will be assessed by questions about your ability to carry out daily
activities
e You will be asked aboutany medications you are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about % tablespoon) to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Coagulation (how yourblood clots)
o Chemistries (proteins, elements and mineralsinyourblood)
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e 12-lead Electrocardiogram (ECG) to check the electrical activity of your heart, using 12 sticky
pads attached to the surface of your skin.

e Ifyou are female with the potential of becoming pregnant, you will have a pregnancy test. This
may be a blood testor a urine test

e Urine will be collected to check yourorgan function

e Atendoftreatmentor Progressive disease: Blood will be drawn (about 4tablespoons) for
research testing:

o Pharmacodynamic(PD) blood samples

e Atendoftreatmentor Progressive disease: You will have abone marrow biopsy oraspirate for

disease assessment and for determination of cancer-associated mutations.

Post-Treatment Follow Up: 35 days afterlast study dose
e You will have a physical exam and a measure of yourvital signs including weight
e Your performance status will be assessed by questions about your ability to carry out daily
activities
e You will be asked aboutany medicationsyou are currently taking
e You will be asked how you feel and about any side effects you may be experiencing
e Bloodwill be drawn (about ¥ tablespoon)to check the following:
o Blood Cell Counts (numbers of each type of blood cell)
o Chemistries (proteins, elements and mineralsinyourblood)

Survival followup
e You will be followed approximately every 3 months for survival status for up to two years after
your last dose of study drug. Survival contact can be made via clinicvisit, chartreview,
telephone, orpublicly available information.

Side effects and risks that you can expectif you take part in this study:

You may have side effects whileon the study. Everyone taking partinthe study will be watched
carefully foranyside effects. However, researchers don't know all the side effects that may happen.
Side effects may be mild orvery serious. The researchers may give you medicinesto helplessenside
effects. Many side effects go away soon afteryou stop taking the study drug(s). Insome cases, side
effects can be serious, longlasting, or may never go away.

Risks and side effects related to Venetoclax (also known as ABT-199 and Venclexta) includethose
whichare:

Side effects observed in patients receiving Venetoclax
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Tumor Lysis Syndrome (TLS).

Treatment with venetoclax sometimes leads to tumor lysis syndrome (TLS). TLS can occur when cancer
cells break down rapidly and your body can not getrid of the broken-up cancer cells quickly enough.
Sometimesyourbody, especially the kidneys, can’t remove these cell parts quicklyenough, so the level
of some salts and acids can rise. TLS has been more commonly seenin patients with blood cancers such
as chroniclymphocyticleukemia or mantle cell lymphomathanin othercancer typesandis mostlikely
to occur in the beginning of venetoclaxtreatment. TLS can lead to serious problems, including effects on
the kidneys, heart, or brain, and may resultin needing kidney dialysis (a special machineto remove
toxinsfromthe blood) orlead to death. Depending on the type and size of your tumorand on your
kidney function, you may need to drink plenty of fluids, take medications to help the body getrid of salt,
chemicals orbroken up cancer cell parts, and/or be hospitalized before starting venetoclax. Treatment
with venetoclax may be started ata low dose to be gradually increased over days or weeks. If you
develop TLS, your urine may look dark, thick, or cloudy. You may experience fever, chills, nausea (feeling
sick to your stomach), vomiting, diarrhea, confusion, shortness of breath, irregular heartbeat, unusual
tiredness, muscle pain, joint discomfort and/or seizure. If you notice any of these, notify your study
doctor or nurse right away. Blood tests have shown TLS in some patients afterreceivingthe initial dose
of venetoclax, or after receiving a higherdose of venetoclax than previously received. In other studies,
two deathsin patients with chroniclymphoid leukemia (CLL) who experienced TLS have been reported
afterreceivingvenetoclax, and 1 CLL patient with TLS has needed dialysis.

Before starting treatment with venetoclax, your study doctor may ask you to drink plenty of fluids. Your
study doctor may give you medicationsto help the body get rid of the salts or chemical or broken up cell
parts fromyour cancer. In orderto help reduce the risk of TLS, you will begin treatment with venetoclax
at a low dose. Duringyourfirstweek on the study, your study doctor will gradually increase your
venetoclax dose, until you reach the full dose of venetoclaxyou will receive during the rest of the study.
For yoursafety, yourstudy doctor may decide to admityouto the hospital before orafteryoustart
venetoclax, in orderto give fluidsintoyourvein, do blood tests, and check for TLS. If you develop TLS,
your urine may look dark, thick, or cloudy. You may experience fever, chills, nausea (feeling sick to your
stomach), vomiting, diarrhea, confusion, shortness of breath, irregular heartbeat, unusual tiredness,
muscle pain, jointdiscomfortand/or seizure. If you notice any of these, notify yourstudy doctoror
nurse rightaway. Your study doctor will closely monitorand treat you as needed to decrease the risk of
any serious changesinyourblood or other complications of TLS. If blood tests suggesting TLS are seen,
extrablood tests or monitoring of your heart rhythm may be recommended by your study doctor.

Low Blood Counts

Anemia(low levels of red blood cells that carry oxygen throughout your body) may occur while taking
venetoclax. When treatment with venetoclax is given with other cancer drugs, the risk of anemiamay be
higher. You may experience weakness orfatigue. If you notice this, notify your doctor. Your study doctor
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will take regular blood tests to monitorforthese changes. You may require blood transfusion. Decreases
inplatelets (type of cells which help prevent bleeding) can occur while taking venetoclax. When
treatmentwith venetoclax is given with other cancerdrugs, the risk of decrease in platelet may be
higher. If you notice any bruising or bleeding, notify your doctor. Your study doctor will take regular
blood teststo monitorfor these changes. You may require platelet transfusion.

Serious Infections

Infections, including serious infections and some infections leading to death, have beenreportedin
patients taking venetoclax. Your doctor may advise you to take medicines to help preventsome
common infections for which you may be at risk. Your doctor may also advise you to take other
measuresto reduce yourchance of developinganinfection. If you notice fever or other symptoms of
infection, notify your doctor or nurse right away. Other cancers Some patients who have received
several previous chemotherapy treatments may develop another cancer. Itis unknow n if venetoclax has
contributed since these types of cancers can happenin people who have notreceived venetoclax.

The following side effects may happen with when taking venetoclax:
Very common side effects of venetoclax (may affect greater than 10% of patients):

e Upperrespiratory tractinfection —signsinclude runny nose, sore throat, or cough
Pneumonia

e Low numberofwhite blood cells (neutrophils), sometimes with fever. A decreased number of
white blood cells mayincrease yourrisk of infection including serious infections that may lead to
death.

e Diarrhea
Nauseaor vomiting

e Constipation

e Feelingtired

e Low numberofredbloodcells (anemia). Adecreased number of red blood cells may resultin

weakness and fatigue. In severe cases, ablood transfusion may be necessary.

A decreasein plateletsinyourblood canincrease bleedingand bruising (thrombocytopenia)

Abdominal Pain

Swelling, redness and pain of the mouth (Stomatitis)

Blood bilirubinincrease

Weightdecrease

Decreased appetite

Lowerlevel of potassium (hypokalemia)

e JointPain (arthralgia)
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e Dizziness

e Headache

e Shortness of breath (dyspnea)

e Nose bleeds (epistaxis)

e Low blood pressure (hypotension)

Common side effects of venetoclax (may affectfrom 1% up to 10% of patients):

e Urinary tract infection

e Veryseriousinfectioninyourblood caused by a bacteria (sepsis)

e Low numberoflymphocytes (anothertype of white blood cell) A decreased number of white
blood cells may increase yourrisk of infection including serious infections that may lead to
death.

e Tumor lysissyndrome (described above; may experience fever, chills, nausea (feeling sick to
your stomach), vomiting, diarrhea, confusion, shortness of breath, irregular heart beat, unusual
tiredness, muscle pain, joint discomfort and/orseizure.)

e Higherlevel of phosphorous (hyperphosphatemia)

e Higherlevel of uricacid/urate (hyperuricemia)

e Higherlevel of potassium (hyperkalemia)

e Lowerlevel of calcium (hypocalcemia)

e Higherlevel of creatinine (blood creatinineincrease)

e Bacteriain yourblood (bacteraemia)

e False sense of spinning (vertigo)

e Feelingof weaknessorlack of energy (asthenia)

Venetoclax may be given at the same time as other cancer drugs. If venetoclax and the other cancer
drugs have the same side effects, the risk of those side effects may be higherthan whenvenetoclaxis
givenalone.

Unknown Side Effects

Problems and side effects may occur with the use of venetoclax that are notexpected orare unknown
at thistime. You or yourlegal representative willbe informed in writingin atimely mannerofany new
information orfindings that become available that may affect your choice to continue to take part in this
study. Side effects observed in pre-clinical studies Side effects that have beenseenin pre-clinical
studies, are reported below. Some of these side effects have been also observedin clinical trials, where
patients with cancer have been treated with venetoclax. Itis notclear, at thistime, if venetoclax
treatmentis causingthe side effects to happen orif they are caused by other medical conditions that
the patients were having atthe same time or had in the past.
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e Decreaseinspermcellsin male dogs. Itis unknown how long this decrease may last. It could be
permanent. This may affect the ability of aman taking venetoclax to fatherachild. If you are a
man whois planningto have childrenin the future, you should consider sperm banking before
receivingtreatment on this study.

e Areasof haircolor change (to white orgray) without changesin the skin or eye color.

e Proteinsblocked by venetoclaxmay be involved in protectingthe earagainst hearingloss. Asa
precaution, you should wear ear plugs or other appropriate hearing protection wheninvolved in
a loud activity. The meaning of these findings in pre-clinical animal (word animal maybe deleted
if requested by IRB or site) studiesto humansis unclear. You will be watched closely forsigns of
these and other potential side effects.

Reproductive Risks

Pregnancy and Birth Control

When pregnantanimals were dosed with venetoclax, decreased weight or premature loss of the
developing baby was observed. Itis unknown if any of the effects seenin animals will occurin humans.
While participatingin thisresearch study, you should not become pregnant. You should notnurse a
baby while taking venetoclax because itis unknown if this could affect the baby. Women who are able
to have children must use a highly effective means of birth control approved by your study doctor. Some
examples of highly effective birth control for heterosexual partners are included in the list below. This
listis not exhaustive and patients should discuss with their study doctor which method should be used,
based on institutional, hospitaland or national guidelines.

e Some examplesof highly effective birth control methods include the following:

e Surgical sterilization:

o Forfemales:bilateral tubal occlusion/ligation at least 1 month before study
participation. Forstudiesin Healthy volunteers for atleast 3 months priorto study
participation. Removal of fallopian tubes, ovaries removed, or uterus removed

e Intrauterine device (IUD) orIntrauterine hormone-releasing system (1US)

e Hormonal contraceptives (examples include birth control pills, vaginal rings, or patches),
associated with inhibition of ovulation foratleast 1 month priorto taking study drug. For
studiesin healthy volunteers, for atleast 3 months priorto taking study drug. Please ask your
study doctor about specifichormonal contraceptive methods thatyou canuse. Alsouse a
barrier method during this study along with hormonal contraceptives frominitial study drug
administration to 30 days after the last dose of study drug as drug-druginteraction with
venetoclaxis unknown.

e Vasectomized partner(provided the partnerhasreceived medical confirmation of the surgical
success of the vasectomy and is the sole sexual partnerof the trial subject)

e Abstinence: refraining from heterosexualintercourse when thisisinline with the preferred and

usual lifestyle of the subject. Periodicabstinence (e.g., calendar, ovulation, symptothermal
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[abstaining from heterosexual intercourse on days thata womanisfertile, orcapable of
becoming pregnant], post-ovulation methods) and withdrawal are not acceptable.

You must continue the use of birth control during the entire time of your study participationand forat
least six months afterthe last dose of venetoclax. Your study doctor will discuss the need for birth
control withyou.

If you are a female who has stopped having menstrual periods for atleast 1 year (menopause), please
discussthe need forbirth control with your study doctor. If you become pregnant, you must stop taking
venetoclax at once and notify your doctor immediately. You will not be allowed to continue inthe study.
You may be asked questions about the outcome of your pregnancy and the baby.

Male patients:
You should notfathera child while on this study or for 3 months afteryourlast dose of study

treatmentbecause the treatmentsin this study can affectan unborn baby. Participationin this
study may affect yourability to fathera child. Forfuture childbe aring, you should consider
banking sperm priorto beginningthis study. Due to unknown risks and potential harmtoan
unborn child/infant, you should not geta partner pregnant while you are getting the study
treatment. Male patients must meet 1of the following conditions:

e Patientissurgicallysterile (has had avasectomy), or patient’s sexual partneris post-
menopausal orsurgically sterile (i.e. patient has had a bilateral tubal ligation, a bilateral
oophorectomy, ora complete hysterectomy), or

e Patientagreesto practice effective barrier contraception fromthe time of signing the
informed consent through 3 months after patient’s last dose of selinexor or venetoclax
(whicheverdose occurslast), or

e Patientagreesto practice true abstinence (defined as complete avoidance of
heterosexual intercourse), when thisisinline with the preferred and usual lifestyle of
the patient.

If you are a male, you are responsible forinforming your partner(s) that the effects of venetoclaxon an
unbornfetus or embryoin humansare unknown. If your partner becomes pregnant while you are on
study, you must notify your doctorimmediately. You and your partner may be asked questions about
the outcome of the pregnancy and the baby. Written informed consent forrelease of medical
information fromyour partner will be obtained priorto collecting any information about the pregnancy
and baby.

All patients (male orfemale):
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e You are responsible forinformingyour partner(s) that the effects of venetoclax on an
unborn fetus or embryoin humans are unknown If your partner becomes pregnantduring
this study, you must tell the study doctorimmediately. The study doctor will advise you of
the possible risks to your unborn child and discuss options for managing the pregnancy with
you. For female patients who become pregnant while on this study, the study treatment will
be stoppedimmediately and the pregnancy will be followed until conclusion. For partners of
male patients who become pregnant, the partners will be asked to consent for their
pregnancy will be followed until conclusion.

Highly effective methods of contraception (birth control) include:

e Hormonal contraceptives (forexample, combined oral contraceptives, patch, vaginal ring,
injectables, and implants).

e Intrauterine device orintrauterine system.
e Vasectomy ortuballigation.

Effective methods of contraception (birth control) include:

e Barriermethods of contraception (forexample, male condom, female condom, cervical cap,
diaphragm, contraceptive sponge).

Contraception Notes:

e No barriermethod by itself achieves a highly effective standard of contraception.

e The properuse of diaphragm or cervical cap includes use of spermicide andis considered
one barrier method.

e The cervical cap and contraceptive sponge are less effectivein women who have given birth
(parous women).

e Theuse of spermicide aloneis not considered asuitable barrier method for contraception.

e Whenused consistently and correctly, “double barrier” methods of contraception (for
example, male condom with diaphragm, male condom with cervical cap) can be used as an
effectivealternativeto the highly effective contraception methods described above.

e Male andfemale condoms should not be used togetherasthey cantear or become
damaged.

e Total (true) abstinence (whenthisisinline with the preferred and usual lifestyle of the
patient), is an acceptable method of contraception. However, periodicabstinence (for
example, calendar, ovulation, symptothermal, post-ovulation methods) and withdrawal are
not acceptable methods of contraception.
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Risks and side effects related to DEC-C include those which are:

Very Common (greaterthan 10% - more than 10 out of 100 people):

Conditionin whichthe number of white bloods cells called neutrophilsis abnormally low. This
increases the risk of infection, which may be serious or life-threatening. Symptoms of infection
may include fever, pain, redness, and/or difficulty breathing.

Low number of red blood cells that can causes tiredness and shortness of breath. May require a
blood transfusion

Low number of platelets, which may cause bleeding and bruising. Bleeding may be serious or life
threateningand may require ablood transfusion.

Feelingtired, tiredness, weakness.

Conditionin whichthe number of white blood cells circulatinginthe blood is abnormally low.
Thisincreasesthe risk of infection, which may be serious or life threatening.

Feelingsicktothe stomach

low blood cell counts (white blood cells). A low white blood cell countincreases your risk of
infection (such as pneumonia and/orsevere blood infection).

Decreased number of blood cells that help to clot blood. Thisis associated with anincreased risk
of bleeding.

Constipation

Diarrhea

Feverwith low white blood cell count

Decreased Appetite

Common (greaterthan 1% but less than 10% - more than 1 but less than 10 out of 100 people)

Mouth sores; inflammation of the mouth
Dizziness
Vomiting
Alanine Aminotransferase Increased (increase in atype of liverenzymes)
Aspartate AminotransferaseIncreased (increase in atype of liverenzymes)
Blood Alkaline Phosphatase Increased (increase in atype of liver enzymes)
Headache
Shortness of breath
Lung infection. This infection may occuranywhere. It may become life -threatening. Symptoms
of infection may include fever, pain, redness, and/or difficulty breathing.
bruising
Fever
Weightloss
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Feelingweak and having no energy

White Blood Cell Count Decreased

Muscle pain

Bloody nose

Decreased number of a type of white blood cells. Thisis associated with an increased risk of
infection.

Swelling (arm/leg)

Infection of the skin

Taste changes which may affectthe way foods normally taste

Very small broken blood vesselsin skin orlining of the mouth which mayresultinbleeding

A serious condition that occursin response toan infection that causes widespread
inflammation, resultingin poor blood supply to vital organs (Sepsis). Symptoms mayinclude a
fastheart rate, fever, confusion and rapid breathing. Sepsis can rapidly lead to a life threatening
clinical deterioration.

Urinary Tract Infection

low blood levels of magnesium (possible weakness, muscle cramps, and/orirregular heartbeat)
Abdominal Pain

Heartburn

mouth blisters/sores

Dry Mouth

Night Sweats

Other potentially serious side effectsinclude (not already listed above):

Due to the decrease in cells that fightinfection, you may experience an infectionin the lungs
(pneumonia) that could lead to shortness of breath. You could also experienceaninfectionin the
body that may resultina decrease in blood pressure, your kidneys not working adequately, oryour
heartsuddenly stopping. Thisis asyndrome of events called sepsis/septicshock.

Bleedinginthe brain. Inrare cases, these reactions to DEC-Chave beenreported:
Hypersensitivity reaction related to the drug, which could include one or more of the following:
rash; hives; swelling of the face, lips, tongue, or throat; and difficulty swallowing or breathing.
Tumor lysis syndrome: may include nausea, vomiting, diarrhea, muscle cramps, fatigue, decreased
urination, irregularheartrate, confusion and increased blood levels of uricacid, potassium,
phosphate and low blood levels of calcium, caused by alarge number of tumor cells being
destroyed.

Sweet’s syndrome (acute neutrophilicdermatosis): a condition thatinvolve s the lungs and may
include cough, shortness of breath, fever, and a painful rash on the arms, legs, trunk, face, or neck.
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Previous humanstudies have been conducted with IV decitabinewhich is one of the two components of
DEC-C, and the adverse eventsreported are listed below:

In more than 30% (more than 30 out of 100 people) of subjects:

Decreased platelet blood cells that help your blood to clot which may lead to an increased risk of
bleeding

Decreasedred blood cells (also called anemia) which may lead to you feelingtired
Nausea

Constipation

Diarrhea

Fever

Increased blood sugar

Cough

Smallred or purple spots on the skin

Tiredness

In 20% to 30% (between 20and 30 out of 100 people)of subjects:

Vomiting

Feveralongwith decreased blood cells that are importantin fightinginfections
Decreased blood cells thatare importantin fightinginfections
Swelling of tissues

Rigors (a feeling of cold with shivering, with afever)

Pneumonia

Low levels of albumin (a protein) in blood which may be a sign of inflammation, shock or
malnutrition

Low levels of magnesiuminblood

Joint pain

Headache

Trouble sleeping

Bruising of skin

Pale skin color

The adverse effects of DEC-Care expected to be the same as with IV decitabine, because decitabineis
one of the two components of DEC-C. In rare cases, a potentially life-threatening allergicreaction has
beenseenwith |V decitabine.

You may also experience adverse effects that are related to your medical condition and not necessarily
to the study drug. As described above, adecrease in certain blood cells may resultin severe infection,
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bleeding, and possibly death, even with medical care. If you experience fever or othersigns and
symptoms of infection or bleeding, you should contact your study doctor or study coordinatorright
away and seek medical attention. If you vomityourtablet orforgetto take your tablet, contactyour
study doctor or study coordinator.

Allergic Reaction to Study Drug

An allergicreaction to the study drugs can occur, which could be life threatening. Signs of allergic
reactionsinclude rash, hives, having ahard time breathing, wheezing, sudden change in blood pressure
(makingyoufeel dizzy or lightheaded), swelling around the mouth, throat or eyes, fast pulse and
sweating. If you think you are having symptoms of a very bad allergicreaction, please getimmediate
medical help, which mayincludecalling 911. You should inform the study doctor or study staff as soon
as possible if you experience any of these side effects.

Risks that are not known:
Because thistreatmentisinvestigational, meaning non-FDA approved, there may be risks that we do not
know about at thistime.

Good effects that might result from this study:
The benefitsto science and humankind that might result from this study:
e Thisresearch may contribute to a better understanding of cancerand its treatmentand may
eventually lead toimprovementsintreatment.
The benefits youmight get from beingin this study:
e There may or may not be a directbenefittoyouasa result of your participation in this study.

You may experience side effects from some of the proceduresiin this study:

Electrocardiograms (ECGs): To measure your heartrate an electrocardiogram (ECG) willbe done. Thisis
atest thatrecords the electrical activity of the heart. You will be asked to lie down and sticky patches
will be fixed toyour chest. Youwill be asked tolie still. The sticky pads used for the ECG may cause skin
irritation.

Blood samples: When giving blood or when havinga cannulainserted inyourarm, you may feel faint,
or experience mild pain, bruising, irritation orredness at the site. In rare cases, you may get an infection
or damage to nerves at the site. Acannulais a small tube that stays in yourarm so that you will not
need a lot of needle sticks when blood is drawn. Study staff will remove the cannulabeforeyou leave
the clinic.
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Biopsy Risks: Whenyou have a bone marrow biopsy, your study doctorand the person performingthe
procedure will explainthe procedure toyou before itis performed. Bone marrow biopsies typically
involve the removal of asmall piece of bone and bone marrow by insertinganeedle intoyour hip bone.

Biopsy risks can include:
e Painand discomfort. The amount of pain and discomfort will vary, depending on the location of the
biopsy site. These risks can be discussed with the study doctor.
e Minorbleedingatthe biopsysite.
e Tendernessatthe biopsysite.
e Scarring at the biopsy site.
e Rarely,aninfection atthe biopsy site.

You may receive aninjection of lidocaine to numb the area of the biopsy site. Lidocaine, anumbing
drug, may burn or cause a rash, redness, orsoreness where you get the shot. There is a risk that this
drug may cause problems with heart rhythm.

Privacy Risk:

Onerisk of givingsamplesforthis research may be the release of yourname that could link you to the
stored samplesand/orthe results of the tests run on yoursamples. This may cause problems with
insurance orgettinga job.

Healthinsurance companiesand group health plans may not use yourgeneticinformation when making
decisions regarding your eligibility or premiums. Employers with 15 or more employees may not use
your geneticinformation that comes from this research when making a decisionto hire, promote, or fire
you or when setting the terms of youremployment.

To preventthis, these samples will be given acode. Only the study staff will know the code. The name
that belongsto the code will be keptina locked file orina computerwith a password. Only the principle
investigatorand theirteam will have access toyourname.

Payments for your time spent taking part in this study or expenses:
You will not be paidfor participatingin this study.

Costs to you if you take part in this study:

If you agree to take part in this research study, you and/oryourinsurance will not have to pay forthe
testsand treatmentsthatare being done only forresearch. However, you are still responsible for
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payingforthe usual care you would normally receive forthe treatment of yourillness. Thisincludes
treatments and tests you would need evenif youwere notin this study. These costs will be billed toyou
and/oryourinsurance.

The study will provide DEC-C.

You have the right to ask what it may cost you to take part in this study. If you would like assistance,
financial counseling may be available through yoursite’s Financial Assistance Program. The study staff
can help you contact this program. You have the rightto contact your insurance company to discuss the
costs of your routine care (non-research) further before choosing to be inthe study. You may choose
not to beinthis study if yourinsurance does not pay foryour routine care (non-research) costs and your
doctor will discuss othertreatment plans with you.

Payment in case you are injured because of this research study:

Ifitis determined by Vanderbilt and the sponsor-Investigator thatan injury occurred, thenyouand/or
your insurance may be billed for the cost of medical care provided at Vanderbilt to treatthe injury. You
will be responsible for any copayments or deductibles associated with the treatment of thatinjury.

There are no plans for Vanderbilt orthe sponsor-investigatorto pay for any additional care. There are
no plansforVanderbiltto give you moneyfortheinjury.

Whoto call for any questions or in case you are injured:
If you should have any questions about this research study orif you feel you have been hurt by beinga

part of this study, please feel free to contact Sanjay ||} - 'f vou cannot reach
the research staff, please page the study doctor at ||| NN

For additional information about giving consent oryour rights as a personin this study, to discuss
problems, concerns, and questions, orto offerinput, pleasefeelfree to call the VUMC Institutional
Review Board Office at (615) 322-2918 or toll free at (866) 224-8273.

Reasons why the study doctor may take you out of this study:

The study doctorfeelsitisnotin yourbest interestto continue inthe study,

You fail tofollow the study doctor’s instructions,

You experience an adverse reaction that requires other medical treatment,

You become pregnant, or

The sponsoror the FDA or other regulatory authority stops the study forany reason.

If you are removed from the study, the reason will be explained to you.
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What will happenif you decide to stop beingin this study?
If you decide to stop being part of the study, you should tell your study doctor. Decidingto not be part
of the study will not change yourregular medical care in any way.

Clinical Trials Registry:

A description of this clinical trial will be available on www.clinicaltrials.gov, as required by U.S. Law. This
website will notincludeinformation that canidentify you. At most, the website will include asummary
of the results. You can search this Web site at any time.

Clinical Trials Reporting Program.

Vanderbilt’s NCI-Designated Cancer Center orthe Sponsor registers National Cancer Institute (NCl)-
supported clinical trials with NCl though their Clinical Trials Reporting Program (CTRP) to provide study
related information. The data provided will include the following identifiableinformation that may
identify you: birth month/year and five-digit zip code. NCl usesthe datato manage and enhance the
nation’sinvestmentin cancerresearch.

Confidentiality:

All efforts, within reason, will be made to keep your personal information in yourresearch record
confidential but total confidentiality cannot be guaranteed. Yourinformation and samples will be given
aunique code instead of your name to help protect youridentity. Dr. Mohan, his staff at Vanderbilt
University Medical Center and otherauthorized people will be the only people who know your personal
information. Results of this study may be presented in meetings orin publications. Youridentity will not
be releasedinthose presentations. Your study records will be securedinthe clinical trials office. Your
research data will be keptforan unknown period of time. Yourtissue and blood samples will be keptin
locked storage and may be used or stored indefinitely from the end of the study. Any samples that are
not needed will be destroyed.

Vanderbilt may share yourinformation, withoutidentifiers, to others oruse it for otherresearch
projects notlistedin thisform.Vanderbilt, Dr. Mohan, and his staff will comply with any and all laws
regardingthe privacy of such information. There are no plansto pay you for the use or transfer of this
de-identified information.

It does not protect information that we have to report by law, such as child abuse or some infectious
diseases. The Certificate does not prevent us from disclosing yourinformation if we | earn of possible
harm to yourself orothers, orif you need medical help.
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Disclosures thatyou consenttoin thisdocumentare not protected. Thisincludes putting research data
inthe medical record or sharing research data for this study or future research. Disclosures that you
make yourself are also not protected.

Privacy:

Any samplesandinformation about you may be made available to othersto use for research. To
protectyour privacy, we will notrelease yourname. You will notreceiveany benefitasaresultof the
tests done onyour samples. These tests may help us orother researchers learn more about the causes,
risks, treatments, orhow to prevent thisand otherhealth problems.

Your samples may be used to make new products or tests. These may have value and may be developed
and owned by the study staff, Vanderbilt University, Vanderbilt University Medical Center, and/or
others. Ifthishappens, there are no plansto provide money to you.

Study Results:

Results of yourtreatment will be shared with you by your study doctor. Results of this study may be
presentedin meetings orin publications. Asummary of results will be available on
www.clinicaltrials.gov, as required by U.S. Law.

Authorizationto Use/Disclose Protected Health Information

What informationis being collected, used, or shared?

To do thisresearch, we will need to collect, use, and share your private healthinformation. By signing
this document, you agree that your health care providers (including both Vanderbilt University Medical
Centerand others) may release your private health information to us, and that we may use any and all
of yourinformation that the study team believes it needs to conduct the study. Your private
information may include things learned from the procedures described in this consent form, as well as
information from your medical record (which mayincludeinformation such as HIV status, drug, alcohol
or STD treatment, genetictestresults, or mental health treatment).

Who will see, use or share the information?

The people who may request, receive or use your private healthinformation include the study sponsor
Vanderbilt Medical Center and its agents or contractors, study safety monitors and auditors, data
managers and otheragents and contractors used by the study team, researchers and study team
members. Additionally, we may share yourinformation with other peopleat Vanderbilt, forexample if
needed foryourclinical care or study oversight. Also, yourrecords may be seen by people from
regulatory authorities (like the US Food and Drug Administration [FDA]), auditors, and the IRB. By signing
thisform, you give permission to the research team to share your information with others outside of
Vanderbilt University Medical Center. This mayinclude the funder of the study anditsagentsor
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contractors, outside providers, government agencies and othersitesinthe study, aswellasNCCN and
Taiho Pharmaceutical Co. We try to make sure that everyone who sees yourinformation keeps it
confidential, but we cannot guarantee thatyourinformation will not be shared with others. If your
informationis disclosed by your health care providers orthe research teamto others, federal and state
confidentiality laws may no longer protect it.

Do you have to sign this Authorization?
You do not have to sign this Authorization, butif you do not, you may not join the study.

How long will your information be used or shared?
Your Authorization forthe collection, use, and sharing of yourinformation does not expire. Additionally,
you agree that your information may be used for similarorrelated future research studies.

What if you change your mind?

You may change your mind and cancel this Authorization atany time. If you cancel, you must contactthe
Principal Investigatorin writing to let them know by using the contactinformation providedin thisconsent
form. Your cancellation will not affectinformation already collected in the study, orinformation that has
already been shared with others before you cancelled your authorization.

You have the rightto see and copy the PHI we gatheron you for as longas the study doctor or research
site holds this data. To ensure the scientificquality of the research study, you will not be able to review
some of your research data until afterthe research study is finished.

If you decide not to take part in this research study, it will not affect your treatment, payment or
enrolimentin any health plans or affect your ability to get benefits. You will geta copy of this form
afteritis signed.

STATEMENT BY PERSON AGREEING TO BE IN THIS STUDY
I have read this consent form and the research study has been explained to me verbally. All my
questions have been answered, and | freely and voluntarily choose to take part in this study.

Date Signature of patient/volunteer
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Consent obtained by:

Date Signature

Printed Name and Title
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Consent for Genetic Research

The purpose of this part of the study is to look at genes (DNA) and how they affect healthand
disease. Genesare the instruction manual foryourbody. The genesyou getfrom your parents
decide whatyoulook like and how your body behaves. They canalsotell usa person’srisk for
certaindiseases and how they will respond to treatment.

You are beingaskedto give biopsy tissue, bone marrow, bone marrow aspirate, and blood for
geneticresearch. With the possible exception of any potential information directly related to
managingyourdisease, whatwe learn about you fromthese samples will not be putinyour health
record. It is possible thatinformation about your disease [i.e. Acute Myeloid Leukemia (AML)] might
appearin yourhealthrecord (if notalreadyinyour health record), because yourstudy doctor will
likely use this information to understand how your body and your disease react to the study
treatment (forexample, if you needed a biopsy priorto receiving study treatment, in orderto
confirmyourdiagnosis.) No one else (like arelative, boss, orinsurance company) will be given your
testresults.

e Abloodsample of 4 tablespoons will be drawn fromaveininyourarm usinga needle.
e About2-3 mLof bone marrow tissue will be obtained by bone marrow biopsy.
e Bloodwill be drawn (about4 tablespoons) forresearch testing at five times during the study:

o Pharmacodynamic(PD) blood samples to study biomarkers for research. (Biomarkers are
biological indicators of how your body and illness may be reacting to the drugs that you are
receiving.)

e Bone marrow aspirate material (2-3mL) will be obtained at five times during the study: within 14
days of beginningtreatment on this study. Post-enrollment tissue to be collected on Cycle 1 Day

22, Cycle 2 Day 22 (onlyif C1 Day 22 marrow is involved), post-remission Cycle 3 Day 1 (acceptable

windows up to 3 days before or after); and at End-of-Treatment (<14 days aftertreatment was

discontinued) orat time of suspected progressive disease.

Blood samples—You may feel bothered or pained from the needle stick. You may have a bruise or
the site may getinfected. Itisrare, but some people faint.

Bone marrow biopsy: When you have a biopsy, your study doctorand the biopsy doctor will explain
the procedure toyou beforeitis performed. Bone marrow biopsies typically involve the removal of
a small piece of bone and bone marrow by insertinganeedle into your hipbone.

Biopsy risks can include:
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e Painand discomfort. The amount of pain and discomfort will vary, depending on the
location of the biopsy site. These risks can be discussed with the study doctor.

¢ Minorbleedingatthe biopsy site.

e Tendernessatthe biopsysite.

e Scarring at the biopsy site.

e Rarely,aninfectionatthe biopsysite.

¢ You may receive aninjection of lidocaine to numb the area of the biopsy site. Lidocaine, a
numbing drug, may burn or cause a rash, redness, orsoreness where you get the shot.
There is a riskthat this drug may cause problems with heart rhythm.

Onerisk of giving samples forthis research may be the release of your name that could link you to the
stored samplesand/orthe results of the tests run on yoursamples. This may cause probl ems with
insurance orgettinga job.

To preventthis, these samples will be given acode. Only the study staff will know the code. The name
that belongstothe code will be keptina locked file orina computerwith a password. Only Dr. Mohan
will have access to your name.

Healthinsurance companies and group health plans may not use your geneticinformation when making
decisions regarding your eligibility or premiums. Employers with 15 or more employees may not use
your geneticinformation that comes from this research when making a decision to hire, promote, orfire
you or when setting the terms of youremployment.

Your sample will be used to make DNA that will be keptforan unknown length of time (maybe years) for
future research. The sample will be destroyed whenitisnolongerneeded.

Your samples may be used to make new products, tests or findings. These may have value and may be
developed and owned by the study staff, Vanderbilt University, Vanderbilt University Medical Center,
and/or others. If this happens, there are no plans to provide money to you.

Your samplesandinformation about you may be shared with othersto use for research. To protectyour
privacy, we will not release your name.

You will not receive any benefit as a result of the tests done on your samples. These tests may help us
learn more about the causes, risks, treatments, or how to prevent this and other health problems.

At any time, you may ask to have yoursample destroyed. Youshould contact Dr. Mohan at ||
Il to have your sample destroyed and nolonger used forresearch. We will notbe able to destroy
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research data that has already been gathered usingyoursample. Also, if youridentity was removed
fromthe samples, we willnotbe able tolocate and destroy them.

There will be no costs to you for any of the tests done on your samples. You will notbe paid for the use
of your samples.

Please check Yes or No to the questions below:

My blood/tissue sample may be used for gene research in this study.

[]ves []No

My blood/tissue sample may be stored/shared for future gene research.
[]ves []No

My blood/tissue sample may be stored/shared for future gene research for other health problems (such
as cancer or heart disease).

[]ves []No

Signature: Date:
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