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Novartis CACZ885T2301 Now Open for Adjuvant NSCLC in TRIO-US Network

Dr. Edward Garon’s Novartis CACZ885T2301 study is now open to enrollment at select TRIO-
US sties. This is a randomized phase 3 study evaluating the efficacy and safety of the immuno-
therapy drug canakinumab versus placebo as adjuvant therapy in patients with stage II-IlIA
and I1IB completely resected non-small cell lung cancer (NSCLC). Adjuvant therapy refers to an
anti-cancer treatment given after surgery in order to lower the risk of the cancer coming back.
Patients may have received adjuvant chemotherapy with or without radiation prior to enroll-
ment. This study is expected to open soon at UCLA Main Campus and is currently open at TRIO
-US sites in: Bakersfield, CA; Ft. Wayne, IN; Fullerton, CA; Santa Maria, CA; and Wichita, KS.

Those who are interested should contact

Vaccinex VX15-2503-04 Open for Pre-Treated, Immunotherapy-Naive NSCLC

Dr. Jonathan Goldman’s Vaccinex VX15-2503-04 study is now open to enrollment. This is a
phase 1B/2 dose escalation and dose expansion study of a drug called VX15-2503 in combina-
tion with the immunotherapy drug avelumab. In order to enroll, patients must have been diag-
nosed with stage IlI-IV NSCLC and must test negative for EGFR, ALK, and ROS1 mutations. Sub-
jects must not have received prior immunotherapy for their cancer. Patients must have either
experienced progression of their cancer on or declined treatment with cytotoxic chemothera-
py, and must not have received greater than three different regimens of prior systemic anti-
cancer therapy. This study is currently open to enrollment at UCLA Main Campus.

Those who are interested should contact

Daiichi Sankyo DS1062-A-J101 Study Now Open for Pre-treated, Advanced NSCLC
Dr. Aaron Lisberg’s Daiichi Sankyo DS1062-A-J101 study is now open to enrollment. This is a
phase 1, first-in-human dose escalation and dose expansion study of a drug called DS1062a.
The purpose of a dose escalation and dose expansion study is to determine the dose of a drug
that is safe for humans. In order to enroll in this study, patients must have been diagnosed
with advanced NSCLC that is not amenable to curative therapy. Patients who are enrolled in
the study may continue to receive DS1062a until withdrawal of consent, progressive disease,
or unacceptable toxicity. This study is open to accrual at UCLA Main Campus.

Those who are interested should contact
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Thoracic Oncology Translational Research

NEON NT-002 To Open for Previously Untreated NSCLC Patients in Near Future

Dr. Edward Garon’s Neon NT-002 study will soon open to enrollment. This is a phase 1B study of the neoantigen peptide vaccine NEO-PV-01 in
combination with the immunotherapy drug pembrolizumab plus carboplatin/pemetrexed chemotherapy in patients with advanced or metastatic
non-squamous NSCLC. The NEO-PV-01 vaccine is specific to each patient, and is designed based on analysis of each patient’s tumor. In order to
enroll, patients must not have received prior systemic treatment for their cancer and must be EGFR and ALK mutation negative. This study will be
open to accrual at UCLA Main Campus.

Those who are interested should contact Dr . Edwar d

Mirati MRTX-500 Phase 2 Study Now Open for Pre-Treated, Advanced NSCLC

Dr. Edward Garon’s Mirati MRTX-500 study is now open to enrollment. This is a phase 2 study of the immunotherapy drug nivolumab in combina-
tion with another drug called sitravatinib. In order to enroll, patients must have been diagnosed with stage IlI-IV NSCLC and must test negative for
EGFR, ALK, and ROS1 mutations. Subjects must have received at least one prior treatment in the advanced diseased setting. Those that have pre-
viously received a kind of immunotherapy called a PD-1/PD-L1 inhibitor must have received it as their most recent line of therapy. Those who are
PD-1/PD-L1 inhibitor naive must have received platinum-based chemotherapy. This study is currently open to enrollment at UCLA Main Campus.

Those who are interested should contact Dr . Edwar d

IOV-LUN-201 Now Open for Pre-Treated NSCLC

Dr. Edward Garon’s lovance IOV-LUN-201 study is now open to enrollment. This is a phase 2 study evaluating the efficacy and safety of therapy
with a type of cell called tumor-infiltrating lymphocytes (TILs) that are generated from the patient’s own tumors. Patients who enroll will first
receive a preparative treatment called non-myeloablative chemotherapy. Then, patients will be given the TIL therapy, followed by treatment with
Interleukin-2 (IL-2), which is a protein that regulates the activities of white blood cells that are responsible for immune function. Patients will
receive this cellular therapy regiment either alone or in combination with the immunotherapy drug durvalumab. In order to enroll, patients must
have been diagnosed with stage Ill or IV NSCLC. Patients must have received at least one prior line of systemic therapy in the locally advanced or
metastatic setting. No prior anti-PD-1 or anti-PD-L1 therapy, nor cellular therapy, is allowed. lovance IOV-LUN-201 is now open to enroliment at
UCLA Main Campus.

Those who are interested should contact Dr . Edwar d

Publication in the Journal Lung Cancer

Dr. Edward Garon is the lead author of a recent publication in the journal Lung Cancer that also includes a number of authors from UCLA and
TRIO-US. The article reports the results of the TRIO L-03 study, which was a randomized phase 2 trial of the a drug called fulvestrant in combi-
nation with the EGFR mutation-targeted therapy drug erlotinib in patients with advanced non-small cell lung cancer. In order to enroll, pa-
tients must have received or refused chemotherapy, and must not have received a prior EGFR-directed therapy. The authors concluded that
the combination treatment of fulvestrant with erlotinib was well tolerated compared to treatment with erlotinib alone, and that the combi-
nation treatment had increased activity in patients who did not have EGFR mutations.

Garon EB, Siegfried JM, Stabile LP, Young PA, Marquez-Gaban DC, Park DJ, Patel R, Hu EH, Sadeghi S, Parikh RJ, Reckamp KL, Adams B, Elashoff RM, Elashoff D,
Grogan T, Wang HJ, Dacic S, Brennan M, Valdes Y, Davenport S, Dubinett SM, Slamon DJ, Pietras RJ. Randomized phase Il study of fulvestrant and erlotinib com-
pared with erlotinib alone in patients with advanced or metastatic non-small cell lung cancer. Lung Cancer. 2018 Sep; 123: 91-98. doi: 10.1016/
j-lungcan.2018.06.13. Epub 2018 Jun 22.



Journal of Thoracic Oncology Publication

The Thoracic Oncology Program’s Dr. Edward Garon, Dr. Jonathan Goldman, and Research Assistants James Carroll and Krikor Bornazyan are
among the authors of a recent study published in the Journal of Thoracic Oncology in collaboration with our colleagues in UCLA’s Department
of Psychology. Led by Timothy Williamson and Dr. Annette Stanton, this study used surveys on stigma and wellbeing to evaluate the experi-
ences of lung cancer patients on active oncologic treatment. In particular, the relationship between internalized stigma (i.e., feelings of regret,
shame, and self-blame about one’s lung cancer) and constrained disclosure (i.e., avoidance of or discomfort about disclosing one’s lung cancer
status to others) were evaluated. There were 101 participants in this study (52.4% male, 63.4% current or former smokers), who were asked
to complete surveys at study entry and at 6- and 12-week follow ups. The authors analyzed the relationship between these patients’ respons-
es to the stigma questionnaires and their emotional and physical/functional well-being across time. The authors found that patients who were
current or former smokers reported higher levels of internalized stigma compared to participants who had never smoked, but there were not
significant differences in experiences of constrained disclosure. Higher measures of both internalized stigma and constrained disclosure were
associated with poorer emotional and physical/functional well-being at study entry. Furthermore, higher internalized stigma predicted signifi-
cant declines in emotional well-being across 6 and 12 weeks and declines in physical/functional well-being across 6 weeks. These findings car-
ry implications for the role of provider- and patient-focused interventions to reduce internalized stigma and to promote emotional and physi-
cal/functional well-being.

Williamson TJ, Choi AK, Kim JC, Garon EB, Shapiro JR, Irwin MR, Goldman JW, Bornazyan K, Carroll J, Stanton AL. A longitudinal investigation of internal-
ized stigma, constrained disclosure, and quality of life across 12 weeks in lung cancer patients on active oncologic treatment. J Thorac Oncol; 2018 Jul 5.

pii: $1556-0864(18)30769-X. doi: 10.1016/].jtho.2018.06.18. [Epub ahead of print]
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