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Sunil Hingorani, MD, PhD, the Nancy
Armitage Pancreas Cancer Clinical
Research Presidential Chair and Director of
the Pancreatic Cancer Center of Excellence
at UNMC.



https://www.unmc.edu/newsroom/2021/12/16/internationally-recognized-physician-scientist-to-lead-pancreas-cancer-program/

PANCREATIC TRIALY

o RINTAIOLIMOD (AMPLIGEN) COMPARED 10 NO IREATMENT FOLLIWNG FOLIFINOX IN SUBJECTS o NET UoA7466/

WITH LOCALLY ADVANCED PANCREATIC ADENOCARCINOMA .

o NCT 0547467/ .

o PHASE 2, RANDOMIZED, OPEN-LABEL CONTROLLED STUDY 10 EVALUATE THE EFFICACY AND SAFETY OF
AMPLIGEN TREATMENT COMPARED 10°A CONTROL GROUP (NO' TREATMENT) FOLLOWING FOLFIRINOX———#
[REATMENT IN-LOCALL ADVANCED PANCREATIC ADENOCARCINUMA .

o ONLY IN NEBRASKA AND OFI0

ror More Info: Relseyklute@unme edu

LT 03078765
LT 05220046
L1 0462738
LT 052437
L1 056/3143
1 0444477




PANCREATIC TRIALY

o NCT 05494697 o NCT 054943
o SUBIECTS WILL RECENE RITATOLIMOD ¥ UP T0 400MG TWICE WEEKLY UNTILDISEASE.~~» NCT 03073785
DROGRESSON, CONTROL GROUP 15 HO TREATMENT o NCT 0522004
o PRIMARY OUTCOME: PROGRESSION FREE SURVIVAL FS) o NCT 0482938
o SECONDARY UTCOMES, OVERALL SURMVAL 05) OBJECTIVE RESPONSE RATE (0RR) DURATION- 4 e sy
0F RESPONSE DOR T G5

ror More Info: Relseyklute@unme edu

o NCT 04444771



PANCREATIC TRIALY

o NCT 0547467/ °
o RINTATOLIMOD {TLR-3 AGUNIST) MAY IMPROVE PANCREATIC CANCER PATIENTS" SURVIVAL VIA o
IMMUNOMODULATION .

o SINGLE INSTITUTION STUDY SHOWED B-CELLS WERE SIGNIFICANTLY INCREASED IN PATIENTS 4
[REATED WITH RINTATOLIMOD WITH LONG TERM SURVIVAL

o MEDIAN PS WAS 13 MONTHS WITH RINTAIOLIMOD VERSUS 6.6 MONTHS IN A SUBSET OF
MAICHED CONTROLY

For More Info: Kelsey klute@unme edu

El Haddaoui H, Brood R, Latifi D, Oostvogels AA, Klaver Y, Moskie M, Mustafa DA, Debets R, van Eijck CHJ. Rintatolimod (Ampligen(R)) Enhance

L 0547468/
LT 03078765
LT 05220046
L1 0462738
LT 050437
LT 056/3143
1 0444477

s Numbers of

Peripheral B Cells and Is Associated with Longer Survival in Patients with Locally Advanced and Metastasized Pancreatic Cancer Pre-Treated with

FOLFIRINOX: A Single-Center Named Patient Program . Cancers (Basel). 2022 Mar 8;14(6):1377. doi: 10.3390/cancers 14061377



https://pubmed.ncbi.nlm.nih.gov/35326528
https://pubmed.ncbi.nlm.nih.gov/35326528
https://pubmed.ncbi.nlm.nih.gov/35326528

PANCREATIC TRIALY

o HYPOFRRACTIONATED STEREOTACTIC BODY RADIATION THERAPY AND FLUOROURACIL OR
CAPECITABINE WITH OR WITROUT ZOLEDRONIC ACID IN' IREATING PATIENTS WITH LOCALLY
ADVANCED PANCREATIC CANCER

o NCT 0307378

o PHASE Z TRIAL STUDIES HOW WELL HYPORACHONATED STEROIACTIC BODY RADIATION
THERAPY AND FLUOROURACIL OR CAPECITABINE WITH OR WITROUT ZOLEDRONIC ACID WORK
N TREATING PATIENTS WITH PANCREATIC CANCER TRAT HAY SPREAD FROM WHERE 1T
OIARTED 10 NEARBY 155Ut OR LYMPH NODES

o ONLY AT UNMC
ror More Info: Relseyklute@unme edu

LT 054760/
L1 03078765
LT 05220046
L1 0467383
LT 00254301
LT 05613148
1 04444777



PANCREATIC TRIALY

o [ONIROL: Patients undergo hypofractionated stereatactic body radiation therapy in o fractions on & NCT 0547468/
o NCT 03073785

days 1-5. Patients receive fluorouracil [V over 24 hours on day 1 weekly for 4 weeks or
capecitabine P every 17 hours starting the evening before day T of radiation therapy for 4
weeks as per standard of care. Patients then underqo surgery 6-8 weeks after completion of
radiation therapy;

o txperimental: Arm B (zoledronic acid, chemotherapy, radiation therapy)Patients receive zoledronic
acid IV over no less than 5 minutes 1 week prior to radiation therapy. Patients undergo
hypotractionated stereotactic body radiation therapy and receive treatment with fluorouracil IV or
capecitabine Pl as in Arm A. Patients then underqo surgery 6-8 weeks after completion of
radiation therapy,

ror More Info: Relseyklute@unme edu
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PANCREATIC TRIALY

o PRIMARY ENDPOINT: [OCAL CONTROL

o StCNDARY ENDPOINT.
o MAHMUM T0LERATED DOSE OF Z0LEDRONIC ACID
o [(CAL FALURE-FREE SURVVOAL
o OVERALL SURVIVAL
o SURBICAL COMPLETE RESECHON RAIE
o PATHOLOGIC RESPONSE
o CHANGE OF TUMOR SIZE AND SUV

ror More Info: Relseyklute@unme edu
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L 054760/
L1 03078765
LT 05220046
L1 0462738
LT 05254301
HRISIRRR
1 04444777



BILIARY TRACT CANCER AND
PANCREATIC CANCER




BILIARY TRACT CANCER/PANCREATIC CANCER

o PALLIADELIC TREATMENT T0 REDUCE PSYCHOLOGICAL DISTESS IN PERSONS WITH o NCT 547463/

INOPERABLE PANCREATOBILIARY CANCER e NCT 03073735

e NCT 00220046 o NCT 05220044

* fin bxploratory Pilot Study of Palliadelic Ireatment to Reduce Psychological Distress and o 1T (4R2938]
Improve (Juality of Life in Persons With Pancreatobiliary Cancer, With a Parallel Assessment

of Healthcare Utilization and Family Wellbeing o oLl

o 0NV AT INMC o NCI(56/3148

o NCI (4444971

ror More Info: Relseyklute@unme edu




BILIARY TRACT CANCER/PANCREATIC CANCER

o Experimental: Psilocybin Ireatment Arm--Participant with pancreatobilliary cancer will receive

Jomg ot psilocybin in one &-hour monitored session with supportive counseling before and
after session. Integration sessions (/-3 sessions lasting up to 70 minutes each) wil take place
in the outpatient palliative care clinic or by phone or tele-heath. Primary and secondary
objectives are complete at one-week post treatment, longitudinal exploratory measures
collected up to 17 months post baseline

* No Intervention: Family Observation broup--Ihe study participant will select a family
mermber who will provide parallel data regarding distress related to pancreatobiliary cancer

ror More Info: Relseyklute@unme edu
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L 054766/
LT 03073765
L1 05220046

o NCT 04377383

LT 00254301
LT 05613148

o NCT 04444771



BILIARY TRACT CANCER/PANCREATIC CANCER

o PRIMARY OUTCOME: RECRUITMENT AND RENTENTION RATES o NCT 0247463/
o StCONDARY OUICOMES: PRQ-7, 6AD-/, D-I o NCT0S0/3/8

o NCT 05220046
o NCT 04327383
o NCT 0525432/
o NCT 056/3146
o NCT 04444771

ror More Info: Relseyklute@unme edu
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HEPATOCELLULAR CARCINOMA

« A STUDY QF ATEZOL

ZUMAB AND BEVAC

FUMAB IN

.3

ATOCE

JULAR CARCINOMA (AB7)

o [his is a nonrandomized, sinle arm feasibility study wi

profile of the combination of atezolizumab and bevacizumab in patients with advanced/ mefastatic

1 the primary qoal of evaluating the safety

HCC with Child-Pugh B/ and B3 fiver disease who have received no prior systemic therapy

o Multiple Institutions: lexas, Wisconsin, New York, New Jersey, Indiana, llinois as well as here

ror More Info: Mridula krishnan@unmc edu
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HEPATOCELLULAR CARCINOMA

o Fxperimental Study Treatment: Atezolizumab 1,200 mq IV and bevacizumab 15 mg/kq [V every 3 @ NCT 0547468/
weeks (on day T of each /1-day cycle) o N(T 03073785

o [reatment will continue until disease progression or development of unacceptable toxicity o NCT 05220044
o Primary Uutcome: Disease toxicity o NCT 04879383
o Secondary Uutcome: Overall Response Rate, Disease Lontrol Kate, Duration of Response, Median & [T (57954377
Progression rree survival, Median Overall durvival o T 05473148

o LT 044447/

ror More Info: Mridula krishnan@unmc edu
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RECIAL CANCER

« TRIAL OF THE EFFICACY AND SAFETY OF SHORT AND LONG COURSE RADIATION THERAPY o NCI 0547463/

WITH/WITHOUT BMX-001 o NCT 0307373
o NCT 0525432/ o NCT 05220046
* |n this Phase / study, we will conduct an efficacy and safety study of the combination of o (T 4279333

investigational druq BMA-001, with short-course radiotherapy (SCRT) or long-course o NIT 05754307

adenocarcinoma (RAL) patients. o NCT 05675148
* (nly at UNMC o NCI 04444971

chemoradiotherapy (LUUKT) as part of total neoadjuvant therapy in newly diagnosed rectal

-or More Info: kenner@unmc.edu



RECIAL CANCER

e (ohort 1: Long Course Chemo-radiation ([CUR1) cohort. o NI 0547468/
e [onort / The Randomized Short Course Radiation (SCR1) cohort o NCT 03073785
o Al patients in the trial will receive BMA-00T (A loading dose of 28 mg/subject followed by o NCT 05220046
maintenance doses of 14 mq/subject twice a week) with either SCRT or LLCK] o (T 04379393

* (ohort Tand Z will begin enrolling concurrently o NT 05754377
o NCI 056/5143

o NCI 044447/

ror More Info: ltenner@unmc.edu



RECIAL CANCER

o Primary Uutcome: loxicity (6], 6U, dkin, hematologic) grade 3 and above .

|
|
|

|

[ 0547463/
[ 03073785
105220046

[ 04827383

o NCT 0225432/
o NCT 056/3146
o NCT 04444771

-or More Info: ltenner@unmc.edu
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COLON CANCER

» TESTING THE ADDITION OF TOTAL ABLATIVE THERAPY 10 USUAL SYSTEMIC THERAPY
TREATMENT FOR LIMITED METASTATIC COLORECTAL CANCER, THE ERASUR STUDY

o [his phase lll rial compares total ablative therapy and usual systemic therapy to usual systemic

K

therapy alone in treating patients with colorectal cancer that has spread to up to 4 body sites

(limited metastatic)

* (ccurring multiple sites across the U3

-or More Info: kenner@unmc.edu

L 054766/
LT 03078765
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LT 056/3148
1 0444477



COLON CANCER

o (JUILINE: Patients are randomized to 1 of £ arms
o ARM1: Patients undergo Total Ablative Therapy on study, consisting o stereotactic ablative

radiotherapy with or without surgical resection and/or microwave ablation. Patients also receive

standard of care chemotherapy on study

o ARM /- Patients receive standard of care chemotherapy on study

-or More Info: ltenner@unmc.edu
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1 0444477



COLON CANCER

o PRIMARY OBJECTIVE: To evaluate and compare overall survival {03) (measured from time of randomization) in o N(T 549468/
patients with newly diagnosed oliqometastatic colorectal cancer (oCRC) treated with total ablative therapy (1A} in o NCT Q0T35S
addition to standard of care {30C) systemic therapy versus SUC systemic therapy

o SHCONDARY ORJECTIE * N U206

o | To evaluate and compare event-free survival (EFS) (measured from time of randormization) between the two treatment arms. @ N[ (J48/93%3
o || To assess the adverse events (AE) profile within each of the two treatment arms. -

o ||l To evaluate the time to local recurrence (TLR) {measured from completion of AT} in patients with newly diagnosed oCRC LT0o0A3]

treated with IAT + SOC systemic therapy. o NCT056/3148

o NCT 0444477

-or More Info: ltenner@unmc.edu
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ANAL CANCER

K3

» EA2176: PHASE 3 CLINICAL TRIAL OF CARBOPLATIN AND PACLITAX
METASTATIC ANAL CANCER PATIENTS

o [his phase J trial compares the addition of nivolumab to chemotherapy {carboplatin and paclitasel

+/- NIVOLUMAB [N

versus usual treatment (chemotherapy alone) for the treatment of anal cancer that has spread to

other places in the body {metastatic).

o Multi-site all over the [

-or More Info: kenner@unmc.edu

L 054766/
LT 03078765
.
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05220046

[ 04827383
105254327
[056/3143

L1 044447/1



ANAL CANCER

o (UTLINE: Patients are randomized to 1 of £ arms. Randomization will be /1 favoring Arm B .

047468/
o ARM A: Patients receive paclitaxel infravenously (V) on days 1, 6, and 15 of each cycle, and carboplatin OB073%5
\ on day 1 of each cycle. Treatment repeats every 8 days for up to 6 cycles in the absence of disease

-
-

progression or unacceptable toricty. o NCT 05220046
-
-
-

o ARM B: Patients receive nivolumab I over 30 minutes on days T and 15 of cycle Tand then on day 0420933
only of subsequent cycles, paclitarel [V on days T, & and 15 of each cycle, and carboplatin on day 1 of _
Ualod3l]

each cycle. Ireatment repeats every 28 days for up to 6 cycles for carboplatin and paclitaxel, and upto -~~~ @

 years for nivolumab in the absence of disease progression or unacceptable toxicity 5L
o fter completion of study treatment, patients are followed up at T month, then every 3 months for /

Vears. o NI 044447/

-or More Info: kenner@unmc.edu



ANAL CANCER

o PRIMARY OBJECTIVE: To demonstrate that anti-PD-T therapy in combination with carboplatin/weekly

paclitaxel results in improved progression-free survival (Prd) versus systemic chemotherapy alone

o SLCONDARY OBJECTIVES:

e | To demonstrate that anti-PD-T therapy in combination with carboplatin/weekly paclitaxel results in improved

overall survival (0] versus systemic chemotherapy alone

o || To demonstrate that anti~PD-1 therapy in combination with carboplatin/weekly paclitaxel results in improved
objective response using Response Evaluation Criteria in Solid Tumars (RECIST) version (/11 versus systemic
chemotherapy alone.

* Il lo-evaluate toxicity profiles of the two regimens

-or More Info: ltenner@unmc.edu

L 054766/
LT 03078765
LT 05220046
.
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102054321
[056/3143

L1 044447/1



Laura lenner MD MPH

[HANK YOU i—
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