








from dietician Vanessa Salino on how to tame
the nausea and adapt his diet to get the energy
he needed. Before long, he felt strong enough to
return to the gym. “Dr. Boffa gave me a booklet
that encourages patients to get in as good of
shape as you can before surgery, so I started
getting in some pretty good workouts,” he said.

In April, using minimally invasive surgery,
Dr. Boffa removed two-thirds of Mr. Hadovski’s
esophagus and one third of his stomach. He
pulled up the remaining stomach tissue to
reconstruct the area where the esophagus used
to be.

Mr. Hadovski’s care team was very pleased
with his outcome. “Bill is one of our many
success stories,” said Dr. Johung. “He had a
great response to radiation and chemotherapy.
When he went to surgery, there was no residual
tumor. That’s really the best we can hope for.
Bill is one of those success stories that keeps you
motivated, that keeps you fighting the fight with
these patients.”

Mr. Hadovski is still fighting the fight, too. He’s
building his strength so he can focus on his
hobbies of fishing and golf, and he’s adapting to
the new eating regimen mandated by a smaller
stomach that can only absorb a few tablespoons
of food at a time. “I take the situation as a
challenge,” he said, “something you've got to
get through the best you can and find out what
you can do to make it better.”

That can-do spirit continually impressed
his Smilow care team throughout his treat-
ment. “Bill had the most amazing attitude,”
Dr. Kunz said. “I always wondered, ‘Where
does that come from?””

Mr. Hadovski has two answers for Dr.
Kunz’s question. First: Johann. “She refused to
let us do anything except concentrate on the
positive.” Second: The experts at Smilow. “It
was our confidence in Smilow and their team
of people,” he said. “They said my cancer was
treatable. We took them at their word, and we
decided that we were going to charge down that
path and show them that they were right.” 3
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Kurt Schalper, MD, PhD, received an R37 Merit Award from the
A% National Institutes of Health (NTH) to fund his research in pathways
for cancer immunotherapy over the next 7 years.

Prasanna Ananth, MD, MPH, has been awarded a St. Baldrick’s
A% Scholar Award from the St. Baldrick’s Foundation to support

her research over the next two years to better define standards of

high-quality end-of-life care for children with cancer and develop

interventions to provide optimal care for children with incurable

cancers.

Mandar Muzumdar, MD, and Siyuan (Steven) Wang, PhD, have

A% been awarded an R33 grant from the National Cancer Institute (NCI)
for $1.24 million to support their research on multiplexed imaging of
chromatin folding and RNA profiles in cancer.

John Kunstman, MD, MHS, has received the New England Surgical
A% Society Scholars Foundation Board Scholars Research Grant for

his proposal “Development of an Organoid-based Model System for

Intraductal Papillary Mucinous Neoplasia of the Pancreas.”

Led by Mandar Muzumdar, MD, the NTH has awarded an
A% Exploratory Developmental Grant to fund 3D gene imaging research
at Yale Cancer Center.

The NIH has awarded a Research Project Cooperative Agreement

A% Grant to Yale Cancer Center. The 2-year, $1.4 million U01 award,
led by Stephanie Halene, MD, PhD, and Rong Fan, PhD, will fund
immuno-serological assays for monitoring COVID-19 in patients
with hematologic malignancies.

@ Marcella Nunez-Smith, MD, MHS, was named Co-Chair of Then-
A% President-Elect Joe Biden’s Transition COVID-19 Advisory Board.

July 2020 - January 2021

Prajwal Boddu, MD, was awarded a pilot grant from the NTH NIDDK

A% Cooperative Centers of Excellence in Hematology to investigate
mechanisms by which novel protein isoforms of Mitoferrin 1 regulate
iron delivery during erythroid maturation.

James Hansen, MD, was awarded two grants to support his research,

A% including a Breast Cancer Research Program Breakthrough Award
from the Department of Defense for use of a modified autoantibody
against breast cancer brain metastases and a NIH NINDS R01 grant
for targeting glioblastoma with a nuclear-penetrating anti-DNA
antibody.

Roy S. Herbst, MD, PhD, has been selected as the 2020 Clinical

A% Research Award recipient by the Association of Community Cancer
Centers for significantly and positively impacting oncology patients,
their families, and the broader oncology community.

Jean L. Bolognia, MD, is one of six people who have been named 2020
A% Giants of Dermatology by Dermatology Times.

Luisa F. Escobar-Hoyos, PhD, and Mandar Muzumdar, MD, have
A% been selected as 2021 recipients of the Damon Runyon-Rachleff
Innovation Award.

Jun Deng, PhD, DABR, FAAPM, FInstP, was awarded a multi-
A4 institutional collaborative project entitled “Dynamic Multiscale
Digital Twin for a Lung Cancer Patient” from the NCI.
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A Faster, Broader Pipeline
for Phase I Clinical Trials

ive years after the Phase I Clinical Trial Infusion Center opened its

doors at Smilow Cancer Hospital, Director Patricia LoRusso, DO,
still gets a thrill reporting to her clinic every day.
The state-of-the-art facility serves as the dynamic hub of Yale
Cancer Center’s cutting-edge Phase I Clinical Trial Program. The
program advances promising cancer therapies through the FDA approval pipeline
and provides hope for patients with advanced stage cancers in need of another option
beyond the standard treatment.

Under the leadership of Dr. LoRusso, Associate Cancer Center Director,
Experimental Therapeutics, the program, and its dedicated highly-trained staff, have
not only significantly increased the number of immune-based therapies and other
treatments entering phase I trials, but also dramatically shortened the timeline for
introducing those therapies to patients for whom time is of the essence.
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A CUTTING-EDGE
TRIAL PORTFOLIO

Yale Cancer Center is home to some
of the world’s leading investigators
and scientists whose breakthroughs in
cancer biology, pharmacology, and drug
development show great promise in the
treatment of a wide range of human
cancers. In particular, its reputation
as an innovator in immune-based
therapies provided a distinct advantage
to the Phase I Clinical Trial Program
from its very start.

“What distinguishes our program is
that it combines both immune therapies
and targeted therapies,” said Joseph
Paul Eder, MD, Clinical Director of the
Program. “Many other cancer centers
divide these approaches, so patients
don’t get looked at by the same set
of eyes for which might be the most
appropriate clinical trial for them. The
fact that our patients are served by one
committed team of investigators gives
them broader opportunities for trials
that might benefit them.”

The program currently has nearly
60 active phase I trials open, and that
number is growing. It’s one of the
most active participants nationwide in
government-sponsored cancer clinical
trials through the National Cancer
Institute’s Cancer Therapy Evaluation
Program (CTEP). “We’ve opened 27
new trials since July 2020, just to keep
our portfolio fresh and stay on the
cutting edge of what novel therapies
are out there that could benefit our
patients,” said Nicole Sinclair, phase I
clinical trials team manager.

Among the most exciting trials
underway are five using “checkpoint
inhibitor” immunotherapies that
activate the immune system and shrink
tumors. These trials target melanoma,
kidney cancer, and lung cancer, among
others.

“A lot of the drugs are now more
selective for specific tumor types,”

explained Dr. LoRusso. “So we have to
have alarge portfolio to be able to service
alarge number of patients with different
tumor types and different scenarios. If
you have a drug in your early pipeline
that targets a specific mutation, it offers
patients another therapeutic option that
potentially could be as good if not better
than the typical standard of care.”

CATERING TO
PATIENTS NEEDS

A phase I trial, by its very nature, has a
lot of unknowns. Its primary goal is to
establish the maximum tolerated dose
of a drug that is safe to use in humans. It
might be the first time a particular drug
has been given to a patient. As a result,
patients often spend long days at the
infusion center, so that the nurses can
conduct special labs and tests before,
during, and after the infusion and
closely monitor for any reactions to the
novel medication.

The infusion center was designed
with the comfort of the patients, and
their families, in mind. “It’s a warm,
welcoming place,” Dr. LoRusso de-
scribed. “We have an amazing staff
that really focus on our patients. We
recognize how frightening it can be for
patients to go on a novel treatment; to
enter this new environment and new
unknown. Our patients are our heroes.
We try to make it as comfortable as
possible for them.”

Behind the scenes, clinical trial
team managers, such as Ms. Sinclair,
orchestrate the incredibly complex
process of ushering a phase I trial
through to completion. She coordinates
withindustry sponsorsand pharmacists,
nurses and data managers, regulatory
and research teams to make sure that
every step of a trial goes seamlessly.
“We’re the glue that holds all of the
pieces together,” she said.

With five years of industry-leading
experience to draw on, the team

continually evaluates its processes to
improve the patient experience and
patient outcomes. For example, Ms.
Sinclair spearheaded a phase I pilot
that reduced the average launch time
for trials from 250 days down to around
120 days, with an end target of 90 days.
“Our goal is to have an even greater
variety of trials open more quickly for
our patients,” she said.

Those extra months are precious
for patients who are in advanced stages
of cancer. “Doing early phase trials
is intense, but it’s also exciting,” Dr.
LoRusso said. “If a new therapy can
get a patient through their daughter’s
graduation, son’s wedding, the birth
of their grandchild, or beyond, it’s so
rewarding.”

“We recognize
how frightening it
can be for patients

to go on a novel

treatment;

to enter this new
environment and
new unknown.
Our patients are
our heroes.”

-Dr. Patricia LoRusso
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Smilow Cancer Hospital Care Center at Orange
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CENTER AT A GLANCE
A patient-centered focus on exceptional cancer care

Oncology and Hematology board certified clinicians recognized as
Connecticut’s Best Doctors

16 staff members and 100% Oncology Certified Nursing Staff
Medical Oncology, including chemotherapy and infusion treatments

Hematology services, available for patients with any type of cancerous
and non-cancerous disorders affecting the blood, lymph nodes,
and bone marrow

Genetic testing, including genomic profiling of certain cancers
Clinical trials, available only through the renowned Yale Cancer Center
Lab and Pharmacy services on site for patients’ convenience

Access to supportive care clinicians, including an oncology nurse
coordinator, social workers, a dietician, clinical research staff,
palliative care, and survivorship planning

~N

SMILOW CANCER HOSPITAL
CARE CENTER AT ORANGE
240 Indian River Road
Building A, Suite 1A

Orange, CT 06477

Phone: (203) 795-1664

Johanna LaSala, MD
Kelsey Martin, MD
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“Our team at the Smilow Cancer Hospital
Care Center in Orange brings innovative
Smilow cancer care to our patients in a
small, intimate setting where our patients
personally know each team member. Were
proud to provide our patients with access
to a National Cancer Institute- designated
Comprehensive Cancer Center and its
clinical trials and advances. Our physicians
coordinate with our colleagues in New
Haven to ensure all treatment options

are reviewed through multidisciplinary
tumor boards, and each patient receives
personalized cancer care.”

— Dr. Johanna LaSala, Medical Director

PETER BAKER



Harriet Kluger, MD

Professor of Medicine (Medical Oncology)
Deputy Section Chief of Medical Oncology
Director of Yale SPORE in Skin Cancer
Associate Cancer Center Director for Education,
Training, and Faculty Development

You’ve helped transform the treatment of melanoma and renal cell carcinoma
over the last decade with the introduction of immunotherapy treatment. How
has the tremendous growth in treatment options and success impacted your
patients’ options?

It has been an absolute privilege to be a part of the current revolution in cancer
care. Together, our scientists and physicians have all played a pivotal role in taking
cancer care a huge step forward. But, we’re not done—until we can cure 100% of
our patients with little to no toxicities, there is still work to do. Despite the signifi-
cant progress in FDA-approved treatments, patients should be considered for trials
and physicians should be very motivated to offer our patients innovative therapies.
While survival has increased dramatically, | am determined to see further progress
in the next decade.

What areas are the Yale SPORE in Skin Cancer focused on?

Our SPORE (Specialized Programs of Research Excellence) grant is in its 13th

year of funding from the National Cancer Institute and currently has four primary
areas of research. The first, led by Michael Girardi, MD, W. Mark Saltzman, PhD, and

Douglas Brash, PhD, is focused on the
creation of a morning-after sunscreen
to help reverse the intracellular process-
es that continue to cause sun damage
after exposure. Dr. David Hafler’s lab is
working with my research team on
developing blood tests to measure
activity of the immune cells that come
from a tumor to predict response to
immunotherapy. Qin Yan, PhD, Marcus
Bosenberg, MD, PhD, and Mario Sznol,
MD, are working together to study
KDMS5 enzymes and their link to immu-
notherapy resistance in melanoma. And
lastly, | am working with Dr. Bosenberg
and Susan Kaech, PhD, to study co-
activation of the innate and adaptive
immune systems using novel drugs
that affect both of these arms of the
immune system.

In your role as Associate Cancer Center
Director for Education, Training, and
Faculty Development, what are some
of the priorities in mentorship and
training at Yale Cancer Center?

The past five years have seen a striking
increase in training program opportu-
nities at Yale Cancer Center. We have
worked diligently to build programs
across the spectrum, from high school
students to junior faculty, and across
disciplines, including basic, translational,
clinical, and outcomes research.

We are fortunate to have received
training grants to allow our trainees to
have protected research time and the
capacity to participate in workshops
and new courses. These new programs
have increased our ability to attract
stellar scholars, and the additional gen-
erous support of Yale Cancer Center has
enabled us to recruit diverse trainees.
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A Comprehensive Cancer Center Designated
by the National Cancer Institute
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Smilow Cancer Hospital

333 Cedar Street | PO. Box 208028 | New Haven, CT 06520-8028

Register to join us in person or virtually at this year's
Closer to Free Ride on September 11!
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