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Venetoclax post-chemotherapy
maintenance trial in AML with azacitidine
Randomized, Double-Blind, 2-Arm,
Multicenter, Phase 3 Study of Venetoclax and
Oral Azacitidine Versus Oral Azacitidine as
Maintenance Therapy for Patients With Acute
Myeloid Leukemia in First Remission After
Conventional Chemotherapy (VIALE-M)

Being treated for Acute
Myeloid Leukemia?
Consider the VIALE-M Study.
The goal of the VIALE-M Study is to evaluate the safety and efficacy
of venetoclax in combination with oral azacitidine in patients who
meet the following criteria:

• 18 years of age or older
• Newly diagnosed with Acute Myeloid Leukemia
treated with conventional chemotherapy

• Achieved first remission (CR or CRi)

within 4 months of enrollment or no
more than 75 days since last dose of
conventional chemotherapy

• Have not had, and are not planning,
a stem cell transplant

Do you meet these criteria? Are you interested
in participating? Please contact your doctor to
discuss the VIALE-M Study and review your eligibility.
To learn more, please visit ClinicalTrialsAndMe.com/Viale-M
or visit ClinicalTrials.gov and search NCT04102020.
Venetoclax, a marketed prescription drug for use in CLL and AML,
is being studied in the clinic for new uses currently not approved
by the FDA or other global regulatory health authorities. Safety and
efficacy of these investigational uses are under evaluation.
BCL2-US-0021-RM [V1] 10/2021
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OVERVIEW

The first step is to educate yourself about AML

R

eceiving a diagnosis of acute myeloid leukemia (AML) is understandably unsettling. No two AML diagnoses are alike. Specific
testing is necessary to diagnose it and, once it is diagnosed, more tests
are required to identify the subtype. And, because AML is typically aggressive, beginning treatment immediately is often recommended. To
keep from feeling too overwhelmed, it may help to learn more about it and the new
treatment advances that are offering hope to the AML community.
MAKE A PLAN

1. Locate an AML expert. Because AML
is a rare disorder, you are encouraged to
find a specialist or cancer center with experience treating it. A specialist will likely
have had more exposure to the newer
treatments and available experimental
therapies and will better understand
AML and how it responds to treatment.
2. Ask for a referral. If you are not located
near an AML specialist or major cancer
center and traveling for treatment is not
an option, look for a specialist who will
offer a second opinion and/or consult
with your doctor from a distance. A second opinion from an expert in treating
AML can confirm the suggested treatment plan or add other possible options
to consider.
3. Understand your diagnosis. Ask your
medical team to explain anything you
do not understand. Use trusted resources
such as those in this guide and information provided by your medical team.
ABOUT AML

Leukemia is a blood cancer that starts in the
blood and bone marrow. It occurs when normal white blood cells transform into leukemia
cells and grow uncontrollably. Leukemia is
categorized by how fast the disease progresses (“acute” means it grows quickly, “chronic”
means it grows slowly) and by the type of
white blood cell it affects. The four major
types of leukemia are acute lymphocytic leukemia (ALL), AML, chronic lymphocytic leukemia (CLL) and chronic myeloid leukemia
(CML). AML is sometimes referred to as acute
myeloid, myelocytic or myeloblastic leukemia
and is described as untreated, in remission or
recurrent.
AML begins in early myeloid cells, which
normally mature to become white blood cells
(with the exception of lymphocytes), red
blood cells or platelets. Instead of developing
into these normal blood elements, they multiply rapidly, creating an excess of abnormal
myeloid cells that crowd out healthy blood2

forming cells in the bone marrow. The few
healthy blood-forming cells cannot keep up,
resulting in low numbers of healthy white
blood cells, red blood cells and platelets. As
a result, this increases the risk for infection,
anemia and excessive bruising and/or bleeding issues, respectively.
DIAGNOSIS AND CLASSIFICATION

Your doctor may recommend blood tests,
bone marrow aspiration and biopsy, a lumbar
puncture and imaging tests to determine the
specific subtype of leukemia. A pathologist
looks at the bone marrow aspirate and biopsy
to see how developed the leukemia cells are
and how different they look from normal cells.
Next, genetic and molecular testing should
be performed to look for genetic mutations, or
alterations, in the genes within the leukemic
cells. Specialized tests, such as flow cytometry,
fluorescence in situ hybridization (FISH) and
reverse transcription-polymerase chain reaction (RT-PCR), will likely be used to identify
subtypes of AML, proteins, chromosomes,
genes and other factors involved in leukemia.
Next-generation sequencing, where many
genes in the leukemic cells’ DNA can be examined at the same time, may be ordered.
This information helps your doctor personalize and guide the type and timing of
treatment. For example, some mutations respond better to certain types and dosages of
chemotherapy. Still others may influence the
timing of or need for a stem cell transplant.
Some targeted therapies are approved to treat
certain AML genetic mutations, such as FLT3
(pronounced “flit-three”), IDH1 and IDH2.
Known mutations are not always present
during initial diagnostic testing. Your doctor
will likely retest to monitor treatment and if
the disease returns to ensure the appropriate
treatment is used.
NEXT STEPS

Your doctor uses the test results to determine
your outlook for recovery (prognosis) by categorizing the disease as low risk, intermediate
risk or high risk. This risk is related to how

quickly the leukemia cells may grow and the
likelihood the leukemia will come back in the
future, and if so, the potential long-term prognosis. Certain genetic mutations are associated
with a better prognosis than others.
Your AML is then classified. The World
Health Organization (WHO) classifies AML
into subtypes based on the appearance of the
leukemia cells, as well as the presence or absence of certain chromosomal changes and/
or genetic mutations in the leukemia cells
(see Table 1).
Your physicians will use this information,
and consider personal characteristics such as
your age, general health, previous treatments
and preferences for quality of life, to create a
personalized treatment path for you. n
TABLE 1

WHO CLASSIFICATION SYSTEM

Broad group
AML with recurrent genetic abnormalities
Subtypes:
• AML with a translocation between
chromosomes 8 and 21
• AML with a translocation or inversion in
chromosome 16
• AML with a translocation between
chromosomes 9 and 11
• APL (M3 subtype) with a translocation between
chromosomes 15 and 17
• AML with a translocation between
chromosomes 6 and 9
• AML with a translocation or inversion in
chromosome 3
• AML (megakaryoblastic) with a translocation
between chromosomes 1 and 22
AML with myelodysplasia-related changes
Therapy-related myeloid neoplasms
AML not otherwise specified (includes cases
that do not fall into any other group; similar to
the FAB classification system)
Subtypes:
• AML with minimal differentiation (M0)
• AML without maturation (M1)
• AML with maturation (M2)
• Acute myelomonocytic leukemia (M4)
• Acute monoblastic/monocytic leukemia (M5)
• Pure erythroid leukemia (M6)
• Acute megakaryoblastic leukemia (M7)
• Acute basophilic leukemia
• Acute panmyelosis with myelofibrosis
Myeloid sarcoma
Undifferentiated or biphenotypic acute
leukemias (leukemias that have both lymphocytic
and myeloid features; also called ALL with
myeloid markers, AML with lymphoid markers, or
mixed lineage leukemia)
Used with permission of the American Joint Committee
on Cancer (AJCC), Chicago, Illinois. The original and
primary source for this information is the AJCC Cancer
Staging Manual, Eighth Edition (2017) published by
Springer Science+Business Media.
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PERSONAL PERSPECTIVE

SHRUTI KOHLI

 An acute myeloid leukemia diagnosis at 40 stunned Shruti
Kohli, but it didn’t knock her off course. She drew on her inner
strength and the support of her community to weather her cancer
saga. Today, she is healthy, happy and thankful for everyone and
everything that contributed to her recovery.
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I’m a fighter. That’s my nature, and it is how I approached
this diagnosis.
I was a little tired, but my husband Sumit and I both work full time
and have two daughters, so some fatigue isn’t unusual. Bloodwork
at my annual physical, however, was so out of whack that my doctor wondered if the machine in the lab made an error. It hadn’t. She
suspected a blood disorder and ordered a bone marrow biopsy.
Waiting for the results was difficult. Sumit is more emotional,
and I am more pragmatic. He lost his mother when he was 13, and
our girls were 8 and 13, so he was quite unnerved. He immediately
began researching what it could be while I focused on work. It was
a distraction. I knew that if something was indeed wrong, I had excellent medical facilities nearby and we would work it out.
By the time I learned I had acute myeloid leukemia (AML), 50
percent of my bone marrow was destroyed. I was given a prognosis
of two months.
The news, of course, was shocking; however, I firmly believe how I
handled it set me on course to succeed. As an engineer, I approached
the diagnosis much like I would a project at work. I couldn’t change
the fact I had AML, and I didn’t waste time wondering why I had it. I
needed a plan of action.
I told Sumit that we must be a positive, united front for the girls.
We had to stay strong.
I informed the management and HR teams at my company. Their
support was outstanding. They helped me understand my HR benefits and told me not to worry, just go get better.
Friends who work in hematology recommended a well-known local cancer center with a top-notch hematology team. The cancer
center required another bone marrow biopsy to confirm the diagnosis. Once that happened, I was admitted. That’s when I began to
feel as if I was on a rollercoaster.
P a tientRes ource.com

From the second week in December through the end of January,
I was on heavy chemotherapy 24/7. It was over the holidays, and my
family happened to be visiting from India. I was thankful for the visitors and family support. I wasn’t able to see our youngest daughter
though. She was too young to visit, and the risk of infection was just
too high. That was emotionally draining. I cried sometimes when I
was by myself, but the next day I was back on track keeping everyone straight to get to the common goal, which was to get me out
of there.
It was important to me that the girls were taken care of emotionally and academically. Our oldest daughter is a competitive math
student, and she qualified for Nationals in Boston while I was in the
hospital. I told my husband not to worry about me because I was in
a great place with great doctors and to take her to Nationals. When
they returned, she told me she’d won it for me.
Even with the chemotherapy, the cancer kept returning. I needed
a bone marrow transplant. I continued on the chemotherapy while
the hospital put forth great efforts in looking for a donor. They found
a 26-year-old woman in another state who was a 100 percent match.
She agreed to donate her bone marrow through surgery, which is a
bigger deal than donating through blood. I had the transplant over
the summer, and I went from having B+ blood to her type — now
I’m A+.
I had some effects from the transplant that were concerning –
Graft-versus-Host Disease, reduced lung capacity and weight loss
– but I overcame them.
Eventually, I went back to work remotely and slowly transitioned
to working on site. Today, I feel great emotionally and physically. I’m
off all medications and stick to my follow-up schedule.
Though my life is back to normal, my priorities changed. I look
at life through a totally different lens now. Family and work used to
share my focus equally. If the girls needed something while I was
working, I’d ask them to wait. I don’t do that anymore. Even when
I’m busy, I stop and say, “Show me what you have.” Family is my
priority, and I try to cherish the things I used to overlook.
I will be forever grateful to my donor and to all the amazing people
who donate. I was lucky enough to meet mine, and she has become
family. It took such courage to do what she did, and she is a role
model to our daughters. Our oldest is nearly 18 now, and one of the
first things she wants to do after her birthday is sign up to be a bone
marrow donor. n
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TREATMENT PLANNING

Understand your options and move forward with confidence

T

o determine the treatment path that may be most effective for you,
your doctor will consider the results of your diagnostic and specialized
tests that helped determine your specific type of AML. Other factors that
influence treatment planning include your age, your general health and ability to manage certain therapies, and your preferences for quality of life.

Treatment generally consists of two phases:
remission induction therapy and post-remission
therapy. During remission induction therapy,
the goal is to destroy the leukemia cells in the
blood and bone marrow, putting the AML
into complete remission. Complete remission is defined as having blood counts that
are back to normal, the elimination of leukemia cells in blood samples that are examined
under a microscope, and no signs or symptoms of the disease.
The goal of post-remission therapy, also
called consolidation therapy, is to kill any
remaining leukemia cells that could cause
a relapse.
The following options may be used alone
or in combination.
Chemotherapy kills cancer cells, along
with some healthy cells, throughout the
body. To treat AML, chemotherapy may be
used alone or followed by stem cell transplantation. The choice of chemotherapy
drug depends on several factors, including
your age (whether you are younger or older
than 60), risk factors and prognosis (predicted outcome after treatment). The use of
high-dose chemotherapy typically requires
a lengthy hospital stay so the patient’s blood
counts can be closely managed. When AML
has spread to the brain and spinal cord, chemotherapy may be injected into the fluid-

filled space between the thin layers of tissue that cover the brain and the spinal cord.
This is called intrathecal chemotherapy.
Stem cell transplantation may be used
depending on the AML subtype and if the
AML is relapsed after being treated with
chemotherapy alone. An allogeneic transplant is most commonly used for AML.
That involves stem cells donated by a family member or an unrelated donor. To reduce the risk of Graft-versus-Host Disease
(GvHD), a serious condition in which
transplanted donor immune cells attack
the patient, it is important the patient’s and
donor’s tissues match as closely as possible.
An allogeneic transplant can work directly
against the cancer through the graft-versustumor effect (also called graft-versus-leukemia
or graft-versus-cancer-cell). This may occur
when the donor’s white blood cells (the graft)
attack any cancer cells (the tumor) remaining
after high-dose conditioning treatments, and
the effect can be key to a successful outcome.
You will benefit from the help of a caregiver post-transplant. Talk with your doctor
about the potential short- and long-term side
effects and the length of time you may need
assistance (see For the Caregiver, page 9).
Targeted therapy uses drugs or other substances to identify and attack specific cancer

MEDICATION ADHERENCE

An Essential Part of Your Treatment Plan

 Most cancer therapies are designed to maintain a specific level of drugs in your sys-

tem for a certain time based on your cancer type and stage, your overall health, previous
therapies and other factors. If your oral medications are not taken exactly as prescribed, or
if you miss appointments for IV infusions or injections, the consequences can be serious.
That is why medication adherence – taking the right drug in the right dose at the right time
every time – is essential.
Help yourself succeed with these suggestions:
Make sure you fully understand the instructions for how and when to take your
medications and how to store them. Your pharmacist is an excellent resource for this.
Keep a list of your medications with the names and contact
information of the doctors who prescribed them.
Track each dose, including missed doses.
Detail any side effects.
Use medication reminders and organizers. Set an alarm
on your clock or phone, wear a vibrating wrist watch or
download a smartphone app.
4

COMMON DRUG THERAPIES
FOR AML
▶ azacitidine (Onureg)
▶ cytarabine
▶ daunorubicin hydrochloride
▶ daunorubicin/cytarabine liposomal (Vyxeos)
▶ doxorubicin hydrochloride (Adriamycin)
▶ enasidenib (Idhifa)
▶ gemtuzumab ozogamicin (Mylotarg)
▶ gilteritinib (Xospata)
▶ ivosidenib (Tibsovo)
POSSIBLE COMBINATION THERAPIES
▶ ADE: cytarabine (Ara-C), daunorubicin
hydrochloride, etoposide phosphate
(Etopophos)
▶ cytarabine with other approved anti-		
cancer drugs
▶ glasdegib (Daurismo) with low-dose 		
cytarabine
▶ idarubicin (Idamycin, Idamycin PFS) with 		
other approved antileukemic drugs
▶ midostaurin (Rydapt) with cytarabine 		
and daunorubicin induction and cytarabine
consolidation
▶ venetoclax (Venclexta) with azacitidine
(Onureg) or decitabine (Dacogen) or
low-dose cytarabine

As of 10/12/21

cells. Targets include gene mutations, alterations and proteins on the cell surface. Unlike
chemotherapy, which attacks healthy cells as
well as cancer cells, targeted therapy is intended to affect only cancer cells.
It may be given alone or in combination
with chemotherapy, depending on the presence of certain gene mutations (alterations)
or specific proteins on the surface of the leukemia cells. Some AML genetic mutations
treated with targeted therapy include FLT3
(pronounced “flit-three”), IDH1 and IDH2.
Radiation therapy is the use of high-energy
radiation to destroy cancer cells. It is rarely
used to treat AML, but it may be used if the
cancer has spread to the brain, spinal fluid
or testicles. Radiation therapy may also be
used to shrink a collection of leukemia cells
that has formed a mass somewhere. Some
people with localized disease or bone pain
that does not lessen with chemotherapy
may receive radiation therapy to specific
parts of the body. It may also be given to the
entire body (total body irradiation) before
stem cell transplantation to make space to
allow for the new cells (graft) to replace the
diseased blood system.
Leukapheresis is not a treatment for AML
but may be used to treat leukostasis, which
P a t i e n t R e so u r ce.co m

PEDIATRIC AML
occurs when a very high number of leukemia cells are present in the blood and cause
problems with normal blood circulation.
During leukapheresis, blood is removed to
collect leukemia cells and then the remaining blood is returned to the body. It is used
to lower white blood cell counts immediately but only does so temporarily.

A parent’s roadmap
By: Jiya Singh

Growth factors are sometimes given to
increase the number of white blood cells
that are decreased by treatment, which can
increase the risk of infection. Growth factors may be given before stem cells are collected or after chemotherapy once remission
is reached.

A

Clinical trials may be considered for a
first-line treatment (before any other treatment is given), if the current treatment is
not effective or if the cancer cells become
refractory. For example, an experimental treatment called CAR T-cell therapy is
under intense investigation at a number of
academic medical centers across the country, whereby your own T-cells are removed
from the body during remission and then
engineered to express a “chimeric antigen
receptor” or CAR that targets AML remaining in your body. See Clinical Trials, page 6,
to learn more about clinical trials, including
how to search for one.
RELAPSED AND REFRACTORY AML

When AML returns, it is called relapsed
AML. AML that is resistant at the beginning of treatment or that becomes resistant
after being treated for a length of time is
called refractory AML. Drug therapy, an
allogeneic stem cell transplant or a clinical
trial may be available treatment options. n

fter receiving your child’s AML diagnosis, you will have many

questions, including what to do first. Start by learning more about this
blood cancer using the trusted resources in the back of this guide. Feeling informed will help you advocate for your child and may offer some
clarity during this uncertain time.

If the diagnosis came from your child’s pediatrician, a priority will be finding a physician
and/or treatment center with extensive experience treating pediatric AML. Your pediatrician
should be able to provide a referral. Local and national advocacy groups may assist as well.
Seeking a second opinion is extremely valuable. Different doctors bring unique perspectives based on their own expertise. Depending on your child’s diagnosis, it may be necessary
to begin treatment right away or consider a clinical trial. However, it is never too late to get
a second opinion. Treatment may be modified as new information is introduced or as the
disease changes.
Continuing to parent “like normal” may seem impossible, but staying in a routine is extremely valuable for everyone in the family. Encourage your child to keep up with friendships. If the risk of infection is too great to see friends in person, kids can still stay connected
through video games as well as phones and video chats. That may be how they prefer to hang
out anyway!
Explaining to your other kids that their sibling has cancer can be difficult. Be there to listen
to their feelings. Set aside time for each of them to be with you and to do what they enjoy.
If your child is school age, arrange for tutors and remote studies. When your child can
return to school, talk with the school administration and request additional resources, including emotional and social support, to ease the transition. Be sure to address learning or
classroom difficulties early.
Words of encouragement: Your child will have many concerns and will look to you for
help, but no one expects you to have all the answers. It is OK for your entire family to seek
support. Many parents and children are going through the same treatments and appointments
as your family and may offer valuable insights. Use the many resources available to connect
with them and help you cope. n

FINANCIAL RESOURCES
▶ myAbbVie Assist: www.abbvie.com/patients/patient-assistance, 800-222-6885 ▶ Astellas Pharma Support Solutions:
astellaspharmasupportsolutions.com/patient, 800-477-6472 ▶ Bristol-Myers Squibb: bms.com/patient-and-caregivers/get-helppaying-for-your-medicines.html, 800-721-8909 ▶ Bristol-Myers Squibb Access Support: bmsaccesssupport.bmscustomerconnect.
com/patient, 800-721-8909 ▶ Bristol-Myers Squibb Patient Assistance Foundation: bmspaf.org, 800-736-0003
▶ Daurismo Financial Assistance: pfizeroncologytogether.com/patient/financial-assistance, 877-744-5675
▶ Genentech: gene.com/patients/financial-support, 877-436-3683 ▶ Genentech Access Solutions: genentech-access.com/patient, 877-436-3683
▶ Genentech BioOncology Co-pay Assistance Program: copayassistancenow.com, 855-692-6729 ▶ Idhifa Patient Support:
www.bmsaccesssupport.bmscustomerconnect.com/patient, 800-721-8909 ▶ Inrebic Patient Support: www.bmsaccesssupport.
bmscustomerconnect.com/patient, 800-721-8909 ▶ JazzCares: jazzcares.com, 833-533-5299 ▶ Mylotarg Financial Assistance:
www.pfizeroncologytogether.com/ patient/financial-assistance, 877-744-5675 ▶ Novartis Oncology Universal Co-pay Program:
copay.novartisoncology.com, 877-577-7756 ▶ Novartis Patient Assistance Foundation: www.novartis.us/our-products/patientassistance/patient-assistance-foundation-enrollment, 800-277-2254 ▶ Novartis Patient Assistance Now Oncology (PANO):
www.patient.novartisoncology.com/financial-assistance/pano, 800-282-7630 ▶ Onureg Patient Assistance: www.bmsaccesssupport.
bmscustomerconnect.com/patient, 800-721-8909 ▶ Pfizer Oncology Together: pfizeroncologytogether.com/patient, 877-744-5675
▶ Pfizer RxPathways: pfizerrxpathways.com, 844-989-7284 ▶ Rydapt NOW Access: us.rydapt.com/acute-myeloid-leukemia/
patient-support/financial-resources, 800-282-7630 ▶ Tibsovo Financial Assistance: myagios.com/patient/paying-for-tibsovo.html,

▶ Venclexta Access Solutions: genentech-access.com/patient/brands/venclexta, 877-436-3638
▶ Xospata Support Solutions: astellaspharmasupportsolutions.com/
products/xospata/patient_assistance, 844-632-9272

844-409-1141

▶ Vyxeos Patient Support: jazzcares.com/patients/vyxeos/, 833-533-5299
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CLINICAL TRIALS

AML research focused on developing new targeted treatments

S

everal treatments approved in the past decade are improving the lives of people with AML. Many of these treatments target the unique chromosomal and genetic abnormalities found
in AML. After you receive the results of your diagnostic tests and
pathology results, discuss your subtype with your doctor and ask
whether you may be a candidate for a clinical trial as your first treatment option or
at another time.

Another safeguard is the Informed Consent process. The Informed Consent form
contains all the details about the trial. You
will be given that form when you are considering a specific trial so you can make an
informed decision about volunteering.

The ability to identify genetic mutations
as well as develop therapies that target those
abnormalities has led the way for significant
advances in the treatment of AML. Several
drugs have been approved in the past decade,
resulting in a better quality of life, more hope
and better outcomes for people with AML.
With the help of volunteers who participate in clinical trials, researchers are able to
gather data that helps them learn more about
this unique blood cancer. Gene sequencing
is helping to reveal additional genetic abnormalities involved in the development of
AML that could be future targets for new
therapies.
Researchers are also focusing on making
current treatments safer and more effective.
Combination therapies of new and existing
treatments, such as combining newer targeted therapies with chemotherapy, are also
being investigated.

Before making decisions, it is important to
understand clinical trials and how they may
contribute to your overall treatment plan. A
clinical trial may offer one or more of the following benefits:
• Access to state-of-the-art cancer treatments that are not yet otherwise available.
• Your best option if you have a type of
cancer that has few, if any, approved treatments, or if your cancer has become resistant to your current approved treatment.
• A higher level of care because you will
be monitored by the medical team
managing your trial as well as by your
regular oncologist. Extra medical attention may help identify and address side
effects or other problems earlier.
• You will become a partner in cancer
research, helping improve treatments
for other patients and shaping the future
of cancer care. The need is great for
more clinical trial participants; minority
patients are particularly needed.

EXPLAINING CLINICAL TRIALS

Most of the therapies used to treat cancer
today were once studied, evaluated and approved through the clinical trials process.
Today, thousands of clinical trials around the
world continue to search for new and better
ways to prevent, diagnose and treat cancer
and its symptoms and side effects by evaluating the following:

• Methods for disease prevention and
patient screening.
• Tools and procedures to diagnose
disease and understand its prognosis.
• New or improved treatments such as
drugs or drug combinations, medical
procedures or devices.
• Lifestyle or behavioral changes that may
improve health and/or quality of life.
PATIENT SAFETY DURING TRIALS

Clinical trials rely on volunteers, and protecting their rights, safety and well-being
is the top priority for clinical researchers.
Safety guidelines have been established to
ensure every patient who joins a clinical trial
is protected.
Several levels of safeguards and a set of
rules called a protocol must be followed for
every clinical trial. A protocol defines a clinical trial’s eligibility criteria, specifies the tests
and procedures, describes the medications
and dosages, and establishes the duration of
the study.
Before the study begins, a scientific review panel evaluates the protocol carefully
to make sure the trial is based on sound science. Regardless of their size or location, all
clinics, hospitals, universities, cancer centers
and medical offices that conduct clinical trials must follow the same protocol.

IS A CLINICAL TRIAL FOR YOU?

As with any cancer treatment, those studied in clinical trials present potential risks
along with benefits. Participating in a clinical trial is a decision only you can make, but
you can research your options using trusted
resources and get valuable input from your
health care team and loved ones. n

How to find a clinical trial
Have your exact diagnosis, pathology report
and details of previous treatments available.
That will help you narrow the list of clinical
trials to those that may be a good fit for you.
Then, search online. Once you find one or
more clinical trials you are interested in, talk
with your doctor.

Generally, clinical trial search sites are
hosted by the government, the National Cancer Institute, cancer advocacy groups, pharmaceutical companies, academic medical
centers and major hospitals. No single list
contains every clinical trial, and new trials are
continually being added, so check back often.

 To get started, go to Clinical Trials Resources, page 10, for some
search sites and begin by putting in this basic information:
• Your diagnosis. Acute myeloid leukemia. If you have a genetic mutation that was identified, include it to further define the search.
• Your location. Trials being held closest to your location are typically listed first. If you are willing and able to travel, you may have
the opportunity to expand the geographical area of the search.
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Some organizations offer
clinical trial information by
phone. This is a convenient
option for people who are not
tech-savvy, do not have access
to the tools necessary to search online or simply prefer to talk to a person.

Select trials that are recruiting or not yet recruiting. Because every
trial has its own criteria that a participant must meet, you may decide
to select “recruiting” and “not yet recruiting.”
Review the trials. You will see a list of trials that match your input,
including details such as the purpose of the trial, the therapy being
tested and location. Once you find one or more trials you are interested in, talk with your doctor.
P a t i e n t R e so u r ce.co m

Venetoclax post-transplant
maintenance trial in AML with azacitidine

A Research Study of Venetoclax
in Combination with Azacitidine
After Allogeneic Stem Cell
Transplantation in Patients
with Acute Myeloid Leukemia.

Do you have AML and are
planning for an Allogeneic
Stem Cell Transplant?
Consider the VIALE-T Study.

The VIALE-T Study is evaluating the safety and efficacy
of venetoclax in combination with azacitidine in patients
who meet the following criteria:

• At least 18 years old (part 1) or at least 12 years
old (part 2)

• Diagnosed with Acute Myeloid Leukemia
• Planning for allogeneic stem cell transplantation (SCT)
or received allogeneic SCT within the past 30 days

If you meet these criteria and are interested in
participating, please contact your doctor to discuss
the VIALE-T Study and review your eligibility.

To learn more, please visit
ClinicalTrialsAndMe.com/Viale-T or visit
ClinicalTrials.gov and search NCT04161885.
Venetoclax, a marketed prescription drug in CLL
and AML, is being studied in the clinic for new uses
currently not approved by the FDA or other global
regulatory health authorities. Safety and efficacy of
these investigational uses are under evaluation.
BCL2-US-0020-RM [V1] 10/2021

SUPPORTIVE CARE

Planning ahead reduces concerns about treatment side effects

M

any people fear the side effects that accompany cancer treatment. It may comfort you to know that although most cancer
treatments do have side effects, you likely will not experience all
of them. People respond differently, even to the same diagnosis
and type of treatment. However, being informed about symptoms
to watch for and knowing what to do if they occur can help you maintain your best
possible quality of life.

Your health care team will work closely
with you to meet that goal by drawing on
a broad range of services known as supportive care. Supportive care addresses the
physical, emotional, practical, spiritual,
financial and family-related challenges of
people diagnosed with cancer and their
loved ones. This includes assisting your
children, family members, caregivers and
others close to you. Resources your team
may offer include pain management;
counseling about nutrition, fitness, mental health or spirituality; physical therapy;

occupational therapy; speech therapy; complementary medicine and others.
Also called palliative care, these services
are designed to benefit anyone with a serious or life-threatening illness from diagnosis through survivorship. Palliative care
is often confused with hospice care, which
is reserved for the end of life. Think of the
purpose of palliative care as “quality-of-life
preservation or restoration.”
You can help your health care team members help you by letting them know as soon as
a symptom or side effect occurs so it can be ad-

dressed early, hopefully before it gets worse. Be
honest with your family and caregiver about
your side effects and their level of severity.
POTENTIALLY SEVERE SIDE EFFECTS

Certain types of treatment may be accompanied by severe side effects. Though they are
not common, it is important to know if you
are at risk for them and how to identify the
symptoms that should be reported immediately. Severe side effects include the following:
• Infection can occur as a result of a low white
blood cell count (neutropenia) or other factors. Contact your doctor immediately – do
not wait until the next day – if you have any
of these symptoms: oral temperature over
100.4° F, chills or sweating; body aches, chills
and fatigue with or without fever; coughing,
shortness of breath or painful breathing;
abdominal pain; sore throat; mouth sores;
painful, swollen or reddened skin; pus or

TABLE 1

COMMON SIDE EFFECTS

Side Effectss

Symptoms

Anemia

Low energy, weakness, dizziness, light-headedness, shortness of breath, rapid heartbeat

Appetite loss

Decreased desire to eat, often resulting from treatment side effects such as taste changes,
mouth sores, nausea and vomiting

Bleeding and bruising problems

Blood in your stools or black stools (looks like tar); pink or brown urine; unexpected bleeding or
severe bleeding that you cannot control; vomit that looks like coffee grounds; coughing up blood
or blood clots; increased bruising, dizziness, weakness, or confusion; changes in speech; or a
headache that lasts a long time

Bone loss

Weakened bone caused by the cancer or treatment

Cardiotoxicity

Ask your doctor if you are at risk and the symptoms that require immediate attention

Chemo brain (cognitive dysfunction)

Brain fog, confusion and/or memory problems

Constipation

Difficulty passing stools or less frequent bowel movements compared to your usual bowel habits

Diarrhea

Frequent loose or watery bowel movements

Fatigue

Tiredness that is much stronger and harder to relieve than the fatigue an otherwise healthy person has

Fever

Raised body temperature (100.4° F or higher) that could signal an infection

Hair loss (alopecia)

Hair loss on the head, face and body

Headache

Pain or discomfort in the head

Leukocytosis

Elevated white blood cell count that may involve fever, fatigue, weakness, dizziness or nausea

Mouth sores

Tiny sores in the lining of the mouth and gums, tongue, roof of mouth and/or lips

Nausea and vomiting

Stomach upset and/or more than three episodes of throwing up per hour for at least three hours;
blood in vomit; vomit resembling coffee grounds; inability to drink more than eight cups of fluid or
ice chips in 24 hours or eat solid food for more than two days; weakness or dizziness; or being
unable to keep down medications

Neutropenia

Low white blood cell count that increases the risk of infection

Pain

Musculoskeletal pain and aches that occur in the muscles, bones, tendons, ligaments or nerves

Respiratory problems

Shortness of breath (dyspnea) with or without cough, upper respiratory infections

Skin reactions

Rash, redness and irritation or dry, flaky or peeling skin that may itch

Thrombocytopenia

Low number of platelets in the blood, which can lead to bruising and bleeding
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drainage from an open cut or sore; pain
or burning during urination; pain or sores
around the anus; or vaginal discharge or
itching. If you cannot reach your doctor, go
to the emergency room.
• Infusion-related reactions may occur with
some intravenous (IV) treatments. Most
reactions are mild with symptoms such
as chills, fever, nausea, headache and skin
rash. Some can be serious and even fatal
without medical intervention.
• Tumor lysis syndrome may occur after
treatment (commonly chemotherapy) of
a fast-growing cancer, especially certain
blood cancers. Common symptoms
include nausea, vomiting and diarrhea.
There may also be worsening of your
kidney function or increases in the level of
potassium in the blood.
• Graft-versus-Host Disease (GvHD) may
occur with an allogeneic stem cell transplantation. Call your doctor immediately
if you have tightening, blistering or burning of the skin; jaundice; fever; sudden
weight loss; or abdominal pain, bloating
or diarrhea.
COMMON SIDE EFFECTS

Table 1 on page 8 includes some of the common side effects that accompany AML and
its treatments. You may have more than one
type of therapy at a time, and sometimes,
when therapies are combined, side effects
are more intense. Monitor any that you experience and talk with your medical team
about them. n

Caring for Your Mental and Emotional Well-Being
A cancer diagnosis and its treatment affect many parts of your
life, including your mental health.
You may have feelings that range
from anxiety and fear to anger
and depression. These feelings
are normal, and you are encouraged to find healthy ways to express them.
Support is available to ensure that you do not have to go
through this alone. If you are
having challenges in an area
not listed here, talk with your
health care team. Tell your doctor if you have feelings of hopelessness or depression.
Seek medical attention immediately if you have thoughts of suicide.
Dietary support may be needed if you have challenges eating or with your appetite.
Ask your health care team for a referral to a dietitian who can help ensure your body
gets the nutrients it needs.
Financial counseling is accessible from a social worker, nurse navigator or financial
counselor. The stress and anxiety of paying for treatment and other related expenses
can negatively affect your well-being. Understanding the costs ahead can help you feel
more in control (see Financial Concerns, page 10).
Individual activities that may offer relief include deep breathing, yoga, listening to
music and physical exercise.
Social support is available in many forms. Family and friends are wonderful resources,
but they can only understand so much. Ask your doctor or social worker to find a
support group for cancer survivors online or in your area. Many organizations offer
one-on-one buddy programs that pair you with another person who has the same type
of cancer as you. Opening up to people who have had a similar experience can offer
comfort and support that is invaluable. Consider contacting a counselor or therapist
with expertise in working with people living with cancer.
Spirituality or religious guidance may be available from a chaplain or spiritual care
advisor at the hospital or in your community. Spiritual support is available even if you
do not consider yourself a religious person.

FOR THE CAREGIVER

Personalize the role of caregiver to your loved one’s needs

C

aring for a loved one with AML is an important responsibility. Differ-

ent types of treatment will mean your loved one may need certain types of
care, and your flexibility and patience for continuously changing how you
help will be crucial. Talk with your loved one’s health care team about the
current and potential treatment plan to help you prepare for what is ahead.
Regardless of treatment, you will likely
help with attending and keeping track of
medical appointments, managing medications, running errands, updating family
members and friends, and being a source
of support. If your loved one has a stem cell
transplant, your responsibilities may also
include the following:
• Cleaning the home before your loved one’s
P a tientRes ource.com

return from the hospital. Ask the medical
team for guidelines regarding cleaning and
meal preparation.
• Monitoring for signs of infection and other
complications.
• Communicating changes and concerns to
the medical team.
• Driving to the outpatient clinic daily or
weekly.

• Taking care of dressings or a central venous
catheter and at times deliver medicine
through the catheter, if applicable.
You will be more effective as a caregiver
when you pay attention to your own physical
and emotional health. Follow a healthy diet
and exercise daily. Nurture your well-being by
setting aside time to read, walk or relax.
Caregivers who have been in your shoes can
also be a source of support and information.
Check with an advocacy group or ask a member of your loved one’s health care team for a
referral to an AML support group. Lastly, ask
for and accept help. n
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FINANCIAL CONCERNS

Managing the financial burden of cancer care

T

he cost of cancer care can be overwhelming. Your attention is likely

focused on understanding your diagnosis, prognosis and treatment, but it
is important to also manage the costs of your care. It may help to know that
you are not alone. Many resources, from oncology social workers and hospital
patient services representatives to patient advocacy groups and local cancer organizations, are available to assist you.
Before you get started, know this: The professionals in these organizations work with
patients every day who are facing similar situations, and they realize how expensive it is to
treat cancer. Do not feel embarrassed to talk
about your financial situation or to ask for
assistance. They expect you to, and they are
skilled at guiding you to reputable sources for
answers and assistance.
UNDERSTANDING CANCER COSTS

Cancer-related costs can be grouped into two
types of expenses: medical and lifestyle. The
medical expenses – including medical office visits, tests, treatments, drugs and caregiving – are
the most obvious additions to your spending.

Less obvious are the increases in your routine
living expenses because of new, cancer-related
costs. After a cancer diagnosis, you may spend
more money on transportation and travel, legal
help, changes in dietary needs and financial services. You may also need to hire help for child or
elder care, meal preparation or housecleaning.
If possible, you might want to set aside extra
money to enjoy special activities or trips with
your family and friends to help ease the stress
of this difficult time. Cancer-related expenses
are a heavy burden on their own but are even
more substantial when combined with the possibility that your income may be reduced if you
and/or your significant other are unable to work
the same number of hours during treatment.

GETTING STARTED

Contact the financial staff at your doctor’s
office for help understanding your insurance
policy and out-of-pocket expenses. They may
have access to programs that offer certain
medications at reduced costs or options for
grant support.
Next, reach out to your social worker, patient
advocate or patient navigator at your medical
facility. They can refer you to local organizations, advocacy groups and other nonprofit
organizations that may offer assistance in a
variety of categories, including child care, wigs,
counseling services, legal help, wish fulfillment,
transportation and lodging while traveling for
treatment. The resources in this guide are additional sources.
If you feel too tired or too stressed to do this,
ask someone you trust to help. But remember,
regardless of your financial situation, never alter or stop your treatment without talking to
your doctor. Financial difficulties should never
jeopardize your treatment and recovery. n

ASSISTANCE

Support resources available for you
ACUTE MYELOID LEUKEMIA & MYELOFIBROSIS
Alex’s Lemonade Stand Foundation for Childhood Cancer............................................................................
www.alexslemonade.org/childhood-cancer/types/leukemia-aml, 866-333-1213
American Society of Hematology...............................................................................www.hematology.org
The Angiogenesis Foundation................................................................www.angio.org/learn/treatments
Asian American Donor Program............................................................................................www.aadp.org
Be The Match.............................................................................................................www.bethematch.org
Blood & Marrow Transplant Information Network....................................................www.bmtinfonet.org
Cancer Support Community........................ www.cancersupportcommunity.org/acute-myeloid-leukemia
HEADstrong Foundation.............................................................................................www.headstrong.org
The Leukemia & Lymphoma Society......................................................................................... www.lls.org
MPN Education Foundation.....................................................................www.mpninfo.org 480-443-1975
MPN Research Foundation............................................www.mpnresearchfoundation.org 773-977-7216

CAREGIVERS & SUPPORT
4th Angel Patient & Caregiver Mentoring Program..............................................www.4thangel.org
Cactus Cancer Society ................................................................................... www.cactuscancer.org
CanCare................................................................................................................... www.cancare.org
CANCER101................................................................................www.cancer101.org, 646-638-2202
CancerCare.................................................................................www.cancercare.org, 800-813-4673
Cancer Connection......................................................... www.cancer-connection.org, 413-586-1642
Cancer Hope Network..................................................www.cancerhopenetwork.org, 877-467-3638
Cancer Support Community (AML)..... www.cancersupportcommunity.org/acute-myeloid-leukemia
Cancer Support Community (MPN)......................................................................................................
www.cancersupportcommunity.org/myeloproliferative-neoplasms
Cancer Support Community Helpline.............................................................................888-793-9355
Cancer Survivors Network....................................................................csn.cancer.org, 800-227-2345
Caregiver Action Network..................................................www.caregiveraction.org, 855-227-3640
CaringBridge....................................................................................................www.caringbridge.org
Center to Advance Palliative Care................................................................................www.capc.org
Chemo Angels............................................................................................... www.chemoangels.com
Children's Oncology Group...................................................................... childrensoncologygroup.org
The Children’s Treehouse Foundation..............................................www.childrenstreehousefdn.org
Cleaning for a Reason...........................................................................www.cleaningforareason.org
Connect Thru Cancer.............................................................................. www.connectthrucancer.org
Family Caregiver Alliance.............................................................www.caregiver.org, 800-445-8106
Friend for Life Cancer Support Network............................................................. www.friend4life.org

10

The Gathering Place......................................................... www.touchedbycancer.org, 216-455-1517
Imerman Angels..................................................................www.imermanangels.org, 866-463-7626
Livestrong Foundation..................................................................www.livestrong.org, 855-220-7777
LivingWell Cancer Resource Center....................................... www.livingwellcrc.org, 630-933-7860
Lotsa Helping Hands.............................................................................www.lotsahelpinghands.com
National LGBT Cancer Project....................................................www.lgbtcancer.org, 212-673-4920
Patient Empowerment Network.............................................................. www.powerfulpatients.org
SHARE Caregiver Circle...............www.sharecancersupport.org/caregivers-support, 844-275-7427
Triage Cancer...........................................................................www.triagecancer.org, 424-258-4628
Well Spouse Association.......................................................... www.wellspouse.org, 732-577-8899
weSPARK Cancer Support Center..................................................www.wespark.org, 818-906-3022

CLINICAL TRIALS
Be the Match | Jason Carter Clinical Trials Program.........www.ctsearchsupport.org, 888-814-8610
Cancer Support Community....www.cancersupportcommunity.org/find-clinical-trial, 888-793-9355
Center for Information & Study on Clinical Research Participation......www.searchclinicaltrials.org
CenterWatch..........................................................................www.centerwatch.com, 866-219-3440
Clinical Trials and Me..........................................................................www.clinicaltrialsandme.com
ClinicalTrials.gov..............................................................................................www.clinicaltrials.gov
Lazarex Cancer Foundation.............................................................. www.lazarex.org, 877-866-9523
The Leukemia & Lymphoma Society.....................................................................................................
www.lls.org/treatment/types-of-treatment/clinical-trials/finding-a-clinical-trial
National Cancer Institute.....................................................................www.cancer.gov/clinicaltrials
NCI Cancer Information Service....................................................................................800-422-6237

MENTAL HEALTH SERVICES
American Psychosocial Oncology Society Helpline.......................................................866-276-7443

NUTRITION
American Cancer Society.................................................................. www.cancer.org, 800-227-2345
CancerCare.................................................................................www.cancercare.org, 800-813-4673
Cancer Support Community................................ www.cancersupportcommunity.org, 888-793-9355
LLS | PearlPoint Nutrition Service........................................................................www.pearlpoint.org
OncoLink..................................................................................................................www.oncolink.org
Physicians Committee for Responsible Medicine.................... www.pcrm.org/health-topics/cancer

 For Financial Resources, see opposite page. For more resources, go to PatientResource.com
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