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Clinical Trial Name: Adaptive Modification of Neoadjuvant Therapy Based on Clinical Response in Patients with Localized Pancreatic Cancer (PANC Trial) 
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Research Coordinator:  
Megan Graham 

Phone: 414-805-8921 

�x ECOG performance status < 2 
�x Histologically confirmed adenocarcinoma. Biopsy must have been completed prior to start of treatment 
�x Clinical stage consistent with resectable or borderline resectable adenocarcinoma of the pancreas, based on CT or MRI 

findings 
�x �$�G�H�T�X�D�W�H���R�U�J�D�Q���D�Q�G���E�R�Q�H���P�D�U�U�R�Z���I�X�Q�F�W�L�R�Q�����D�V���G�H�I�L�Q�H�G���E�\�������W�R�W�D�O���O�H�X�N�R�F�\�W�H�V���!�����[�����������/�����$�1�&���!�������[�������������/�����+�J�%���!�����J���G�/����

�S�O�D�W�H�O�H�W�V���!���������[�������H�������/�����F�U�H�D�W�L�Q�L�Q�H���F�O�H�D�U�D�Q�F�H���!�������P�/���P�L�Q���R�U���F�U�H�D�W�L�Q�L�Q�H�������������P�J���G�/�����E�L�O�L�U�X�E�L�Q��< �����P�J���G�/�����$�6�7���6�*�2�7���	��
ALT/SGPT <3 x ULN 

�x CA19-9 producer, as defined by a pretreatment CA 19-9 > 35 U/mL, when total bilirubin <2 mg/dL. 

Key Exclusion:  
�x Received chemotherapy and/or radiation within three years prior to study enrollment 
�x Previous history of another malignancy w/in 3 years of study (other than cured basal or squamous cell carcinoma and other in 

situ carcinomas that were completely treated or localized prostate cancer with normal prostate specific antigen) 
 
 
 
 
 
 

Clinical Trial Name: Stereotactic Body Radiation Therapy or Conventionally Fractionated Concurrent Chemotherapy and Radiation Therapy Preoperatively 
for Resectable or Borderline Resectable Pancreatic Adenocarcinoma (SOFT Trial) 

Study Design: This study is a prospective, open-label, randomized, parallel, two-arm, phase II clinical trial. Patients meeting the eligibility criteria will be 
randomized after a minimum of two months of induction chemotherapy. These patients will be required to have no biopsy-proven distant disease on repeat 
staging studies before randomization. Patients who have radiologically equivocal evidence of distant metastatic disease (small lung nodules, or liver lesions 
that cannot be definitively characterized, etc.) are also eligible for enrollment. Patients with biopsy-proven metastatic disease are not eligible.  

NCT#: NCT03704662 
Key Inclusion  

�x Confirmed, resectable/borderline resectable, locally advanced Type A pancreatic adenocarcinoma 
�x Patients with and without regional adenopathy are eligible 
�x No evidence of distant metastatic disease 
�x 
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NCT#: NCT06048484 
Key Inclusion : 

�x Histological or pathological confirmation of pancreatic adenocarcinoma Cytologic or histologic proof of pancreatic ductal 
adenocarcinoma (PDAC) needs to be verified by the treating institution pathologist. A pathological report from non-treating 
institutions is sufficient to consent and to initiate investigational therapy if tissue sample is unavailable for evaluation at time of 
consent or enrollment. However, in such a case, PDAC diagnosis should be confirmed by the treating institution pathologist at 
a later time. 

�x Completed 8 cycles of neoadjuvant modified FOLFIRINOX. Omission of oxaliplatin due to adverse events may be allowed in 
cycles 5-8 with consultation with the principal investigator. 

�x Patients with surgically resectable PDAC who are considered appropriate to undergo the applicable operation. MCW’s criteria 
of borderline resectable meets this inclusion criteria. 

�x Eligible to undergo SBRT. 
�x Measurable disease as per Response Evaluation Criteria in Solid Tumors (RECIST) 1.1. 
�x No prior surgical, systemic, or radiotherapy for PDAC except for mFOLFIRINOX. 
�x ECOG: 0 or 1. 

Key Exclusion : 
�x Prior treatment with T-cell co-stimulating or immune checkpoint blockade therapies, including but not limited to anti-CTLA-4, 

anti-PD-1, and anti-PD-L1 therapeutic antibodies. 
�x Uncontrolled pleural effusion, pericardial effusion, or ascites. 
�x Uncontrolled hypercalcemia (ionized calcium > 1.5 mmol/L, calcium > 12 mg/dL, or corrected serum calcium > ULN) or 

symptomatic hypercalcemia requiring continued use of bisphosphonate therapy. 
�x Active or history of autoimmune disease or immune deficiency, including, but not limited to, myasthenia gravis, myositis, 

autoimmune hepatitis, systemic lupus erythematosus, rheumatoid arthritis, inflammatory bowel disease (Crohn's disease or 
ulcerative colitis), antiphospholipid antibody syndrome, Wegener granulomatosis, Sjögren's syndrome, Guillain-Barré 
syndrome, or multiple sclerosis (some exceptions permissible as outlined per protocol). 

�x History of idiopathic pulmonary fibrosis, interstitial lung disease, organizing pneumonia (e.g., bronchiolitis obliterans), drug-
induced pneumonitis, or idiopathic pneumonitis, or evidence of active pneumonitis on screening chest CT scan. 

�x History of radiation pneumonitis in the radiation field (fibrosis) is permitted. 
�x Positive HIV test at screening or at any time prior to screening. 
�x Active hepatitis B virus (HBV) infection (chronic or acute), defined as having a positive hepatitis B surface antigen (HBsAg) 

test at screening. 
�x Active hepatitis C virus (HCV) infection, defined as having a positive HCV antibody test followed by a positive HCV RNA test at 

screening. The HCV RNA test will be performed only for patients who have a positive HCV antibody test. 
�x History of allergy or hypersensitivity to oxaliplatin, irinotecan, leucovorin, fluorouracil, pegfilgrastim, or any excipients. 
�x History of Gilbert's disease or known genotype UGT1A1 *28/*28. 

Study PI: Dr. Ben 
George 

Research Coordinator:  
Grace Westerman 

Phone: 414-805-8986 
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Clinical Trial Name: Molecular Profile-related Individualized Targeted Therapy in Resected Pancreatic Cancer with High-Risk of Cancer Recurrence 
(PROTECT-PANC) 
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Clinical Trial Name: Stereotactic Body Radiation Therapy or Conventionally Fractionated Concurrent Chemotherapy and Radiation Therapy Preoperatively 
for Resectable or Borderline Resectable Pancreatic Adenocarcinoma (SOFT Trial) 

Study Design: This study is a prospective, open-label, randomized, parallel, two-arm, phase II clinical trial. Patients meeting the eligibility criteria will be 
randomized after a minimum of two months of induction chemotherapy. These patients will be required to have no biopsy-proven distant disease on repeat 
staging studies before randomization. Patients who have radiologically equivocal evidence of distant metastatic disease (small lung nodules, or liver lesions 
that cannot be definitively characterized, etc.) are also eligible for enrollment. Patients with biopsy-proven metastatic disease are not eligible.  

NCT#: NCT03704662 
Key Inclusion : 

�x Confirmed, resectable/borderline resectable, locally advanced Type A pancreatic adenocarcinoma 
�x Patients with and without regional adenopathy are eligible 
�x No evidence of distant metastatic disease 
�x �•�������F�\�F�O�H���R�I���V�\�V�W�H�P�L�F���F�K�H�P�R�W�K�H�U�D�S�\���Z�L�W�K�R�X�W���H�Y�L�G�H�Q�F�H���R�I���G�L�V�W�D�Q�W���S�U�R�J�U�H�V�V�L�R�Q 

Key Exclusion : 
�x Distant metastatic disease 
�x Prior invasive malignancy within the last 3 years 
�x Prior radiotherapy to the region of the study cancer that would result in overlap of radiation therapy fields 
�x Major surgery within 28 days prior to study entry 

Study PI: Dr. William 
Hall 

Research Coordinator:  
Kathryn Hallada 

Phone: 414-805-0124 
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�x Active autoimmune disease that has required systemic immunosuppressive treatment within the past 1 month prior to the start of 
study intervention. 

�x Major surgical procedure 28 days before start of study intervention and has not fully recovered. 
�x Received radiotherapy for locally advanced unresectable or metastatic gastric or GEJ or metastatic pancreatic adenocarcinoma 14 

days prior to start of study intervention and has NOT recovered from any related toxicity. 
�x Received an CLDN18.2-targeted investigational agent (e.g., zolbetuximab or chimeric antigen receptor CLDN18.2-specific T cells) 

prior to first dose of study intervention administration is not eligible for dose escalation cohorts. However, a participant who has 
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Clinical Trial Name: MRTX1719 in Patients With Advanced Solid Tumors With Homozygous MTAP Deletion (MIRATI 1719-001) 
Study Design: The study is a Phase 1/2, open-label, multicenter, study of the safety, tolerability, PK, PD, and anti-tumor activity of MRTX1719 patients with 
advanced, unresectable or metastatic solid tumor malignancy with homozygous deletion of the MTAP gene. 

 
NCT #:  
NCT05245500 

Key Inclusion : 
�x Histologically confirmed diagnosis of a solid tumor malignancy with homozygous deletion of the MTAP gene detected in tumor 

tissue or ctDNA 
�x Unresectable or metastatic disease 
�x Patients must have received standard therapies appropriate for their tumor type and stage with disease progression on or after the 

most recent treatment 
�ƒ Phase 1 dose escalation, RECIST 1.1 measurable or evaluable disease 
�ƒ Phase 1b and Phase 2 cohorts, RECIST 1.1 measurable disease 

�x Presence of a tumor lesion amenable to mandatory biopsy for pharmacodynamic evaluation at baseline and on-study unless 
Sponsor-confirmed as medically unsafe or infeasible 

�x ECOG: 0 or 1 

Key Exclusion:  

�x Prior treatment with a PRMT5 or MAT2A inhibitor therapy. 
�x Active brain metastases or carcinomatous meningitis. 
�x History of significant hemoptysis or hemorrhage within 4 weeks of the first dose of study treatment. 
�x Major surgery within 4 weeks of first dose of study treatment. 
�x History of intestinal disease, inflammatory bowel disease, major gastric surgery, or other gastrointestinal conditions (eg, 

uncontrolled nausea, vomiting, malabsorption syndrome) likely to alter absorption of study treatment or result in inability to swallow 
oral medications 

�x Cardiac abnormalities 

Study PI:  
Dr. Ben George 

Research 
Coordinator:  
Nicholas Pucek 

 
Phone:  
414-805-4639 
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Research 
Coordinator:  
Paola Gonzalez 
Quevedo 

 
Phone:  
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P A N C R E A T I C  N E U R O E N D O C R I N E  
 
 

Clinical Trial Name: ALLIANCE-A022001-PNETS Lutetium LU 177 Dotatate PRRT vs Capecitabine and Temozolomide in PNET 

Study Design: This is a phase II randomized, prospective trial of Lutetium LU 177 Dotatate PRRT versus Capecitabine and Temozolomide in well-differentiated 
pancreatic neuroendocrine tumors. 

NCT#:  
NCT05247905 

Key Inclusion  
�x Histologic or pathologic documentation of well-differentiated pancreatic neuroendocrine tumor (G1, G2, or well-differentiated G3) 
confirmed by local histology and/or pathology. Functional or nonfunctional tumors are allowed. 
�x Stage: locally unresectable or metastatic disease. 
�x Tumor Site: neuroendocrine tumor of pancreatic primary site. 
�x Radiologic evaluation: tumor must have shown somatostatin receptor (SSTR) positivity on 68Ga-DOTATATE PET or other 
SSTR-
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Clinical Trial Name: AADI-NET-202- 


