Be a part of something greater:

let’s work towards a future
option for desmoid tumors

Ayala is a clinical stage oncology company focused on developing and commercializing small
molecule therapeutics for patients suffering from rare and aggressive tumors. Ayala is evaluating
AL102 in a Phase 2/3 clinical trial for the treatment of patients with progressing desmoid tumors.
The trial is now enrolling patients in the US, UK and in 3 sites in Australia: Ashford Cancer
Centre Research, Princess Alexandra Hospital and Peter MacCallum Cancer Centre.

Information for physicians
Ayala is evaluating AL102 in a phase 2/3 clinical trial (RINGSIDE)
for the treatment of patients with progressing desmoid tumors.

About the RINGSIDE clinical
trial for desmoid tumors
RINGSIDE is a seamless Phase 2/3 clinical trial to
study the safety and efficacy of the study drug,
AL102, for patients with progressing desmoid
tumor. The study consists of 2 parts (Part A and
Part B), involving 36 and 156 patients, respectively.
Part A patients will not participate in Part B.

Who is eligible to participate
in the RINGSIDE clinical trial?
Treatment-naïve or previously treated desmoid
tumor patients with progressing disease may be
eligible for RINGSIDE. Part A involves patients
who are at least 18 years old, whose tumor has
increased in size (longest diameter of tumor) by
at least 10% within the 18 month period preceding
screening OR whose tumor is causing pain
that is not adequately controlled by non-opioid
medication. Part B will involve patients who are at
least 12 years old, whose tumor has increased in
size (longest diameter of tumor) by at least 20%
within the 12 month period preceding screening.
View eligibility criteria and additional trial
information: ClinicalTrials.gov (NCT04461600)
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RINGSIDE: Information for physicians

What is AL102?
AL102 is a potent, selective, oral gamma secretase
inhibitor (GSI), leading to inhibition of the NOTCH
molecular signaling pathway, which may interact
with the aberrant signaling pathways present in
desmoid tumor. AL102 is currently being developed
for the treatment of desmoid tumors, as well as
in combination with Novartis’ B-cell maturation
antigen (BCMA)-targeting agents for the treatment
of multiple myeloma (MM).

Why is the RINGSIDE
study important?
There is an unmet need for the treatment of
desmoid tumors. Treatment of desmoid tumors
may include surgical resection, radiotherapy, or
other forms of local therapy, such as cryoablation
(to remove the tumor) or radiation (to shrink
the tumor). However, desmoid tumors do not
always respond to treatment or they may grow
back. Surgery is also not suitable for everyone.
Treatment may also involve off-label use of various
systemic therapies, such as anti-hormonal therapy,
chemotherapy, or tyrosine kinase inhibitors that
are approved for use in other tumor types. There
are currently no approved medications for the
treatment of desmoid tumors.

About desmoid tumors
Desmoid tumors, also called aggressive
fibromatosis or desmoid-type fibromatosis, are rare
connective tissue tumors, arising from fibroblasts,
that typically arise in the upper and lower
extremities, abdominal wall, head and neck area,
mesenteric root, and chest wall with the potential
to arise in additional parts of the body. Desmoid
tumors do not typically metastasize but can
aggressively infiltrate neurovascular structures and
vital organs. People living with desmoid tumors are
often limited in their daily life due to chronic pain,
functional deficits, general decrease in their quality
of life and organ dysfunction. Desmoid tumors
have an annual incidence of approximately 1,700
patients in the United States and typically occur
in patients between the ages of 15 and 60 years.
They are most commonly diagnosed in young
adults between 30-40 years of age and are more
prevalent in females. Today, surgery is no longer
regarded as the cornerstone treatment of desmoid
tumors due to high rate of recurrence post-surgery
and there are currently no FDA-approved systemic
therapies for the treatment of unresectable,
recurrent or progressive desmoid tumors.

HOW TO GET
MORE INFORMATION
Contact information:
clinicaltrials@ayalapharma.com

twitter-square @AyalaPharma
linkedin Ayala Pharmaceuticals
browser ClinicalTrials.gov #NCT04461600
browser ayalapharma.com
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RINGSIDE: Information for physicians

About Ayala
Pharmaceuticals
Ayala Pharmaceuticals, Inc. is a clinical-stage
oncology company focused on developing
and commercializing small molecule
therapeutics for patients suffering from rare
and aggressive tumors. The company has
two product candidates under development,
AL101 and AL102, targeting the aberrant
activation of the Notch pathway with gamma
secretase inhibitors to treat a variety of
tumors including Desmoid Tumors, Adenoid
Cystic Carcinoma, Triple Negative Breast
Cancer (TNBC), T-cell Acute Lymphoblastic
Leukemia (T-ALL) and Multiple Myeloma
(MM) (in collaboration with Novartis).
AL102 is currently in a Pivotal Phase 2/3
clinical trial for patients with Desmoid
Tumors (RINGSIDE) and is also being
evaluated in a Phase 1 clinical trial in
combination with Novartis’ BMCA targeting
agent, WVT078, in patients with relapsed/
refractory Multiple Myeloma.

Information for patients,
carers and patient advocates
Ayala is evaluating AL102 in a phase 2/3 clinical trial (RINGSIDE)
for the treatment of patients with progressing desmoid tumors.

About the RINGSIDE clinical
trial for desmoid tumors
RINGSIDE is a clinical trial to look at how well
tolerated and how effective the study drug, AL102,
is for people with desmoid tumor. It is a Phase 2/3
study and is made up of 2 parts (Part A and Part
B). About 36 people from around the world will
participate in Part A, and about 156 people will
participate in Part B. Anyone who joins the study
will join either Part A or Part B but not both.

About desmoid tumors
Desmoid tumors, also called aggressive
fibromatosis, are rare connective tissue tumors
that typically ocur in the arms, legs, head and neck
area, inside or on the side of the abdomen, and
the chest area, and they can also occur in other
parts of the body. Desmoid tumors do not usually
spread from one part of the body to another part
of the body but often grow and can continue
to grow aggressively to the point that they can
press on nerves, muscles, the intestine, and other
organs and lead to many symptoms, including pain.
People living with desmoid tumors can be limited
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in their daily life due to chronic pain, functional
impairment, general decrease in their quality of life,
and problems with the normal function of certain
organs. They are more often diagnosed in young
adults between 30-40 years of age and are more
common in females than in males.

Who is eligible to participate
in the RINGSIDE clinical trial?
Anyone who has a desmoid tumor that is growing
or causing significant pain may be eligible for the
study, regardless of whether any other treatment
was given in the past. Part A will be for people
who are at least 18 years old, and Part B will be for
people who are at least 12 years old.
View eligibility criteria and additional trial
information: ClinicalTrials.gov (NCT04461600)

What is AL102?
AL102 is an oral medicine that belongs to a family
of therapies called gamma secretase inhibitors
(GSI). AL102 is currently being developed for the
treatment of desmoid tumors as well as for another
condition called multiple myeloma.

RINGSIDE: Information for patients, carers and patient advocates

Why is the RINGSIDE
study important?
Traditionally, the treatment of desmoid tumor may
include surgery (to remove the tumor) or radiation
(to shrink the tumor). However, desmoid tumors do
not always respond to treatment or they may grow
back. Surgery is also not suitable for everyone.
There are currently no approved medications
for the treatment of desmoid tumors. However,
sometimes medications for other conditions may
be given, like chemotherapy.
The study drug AL102 is thought to interfere with
certain proteins that are thought to be involved in
the growth of desmoid tumors. It is hoped that this
will stop desmoid tumor cells from growing.

HOW TO GET
MORE INFORMATION
Contact information:
clinicaltrials@ayalapharma.com

twitter-square @AyalaPharma
linkedin Ayala Pharmaceuticals
browser ClinicalTrials.gov #NCT04461600
browser ayalapharma.com

5

RINGSIDE: Information for patients,
carers and patient advocates

About Ayala
Pharmaceuticals
Ayala Pharmaceuticals, Inc. is a clinical-stage
oncology company focused on developing
and commercializing small molecule
therapeutics for patients suffering from rare
and aggressive tumors. The company has
two product candidates under development,
AL101 and AL102, targeting the aberrant
activation of the Notch pathway with gamma
secretase inhibitors to treat a variety of
tumors including Desmoid Tumors, Adenoid
Cystic Carcinoma, Triple Negative Breast
Cancer (TNBC), T-cell Acute Lymphoblastic
Leukemia (T-ALL) and Multiple Myeloma
(MM) (in collaboration with Novartis).
AL102 is currently in a Pivotal Phase 2/3
clinical trial for patients with Desmoid
Tumors (RINGSIDE) and is also being
evaluated in a Phase 1 clinical trial in
combination with Novartis’ BMCA targeting
agent, WVT078, in patients with relapsed/
refractory Multiple Myeloma.

