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Trial Flowchart 2

Definitive HNSCC

UCI 22-132
De-escalated Radiation HPV 16+ SCC OPC

PI: Dr. Chen
Coord: E. Palmer-Torrison

Accrual: 22/111

HN009
Cisplatin Q3 weeks vs Weekly

Locally Advanced HNSCC
PI: Dr. Attarian

Coord: A. Reipolska
Accrual: 1/5

Temporarily Suspended for data analysis

UCI 21-173
AHCC w/ SOC Tx 

HPV+ HNSCC
PI: Dr. Nabar

Coord: A. Reipolska
Mushroom Extract

Accrual: 5/34

EA3132 (TP53)
XRT +/- Cisplatin 

Adjuvant
Dr. Attarian

Coord: A. Reipolska
Accrual: 0/5

EA3191
Pembrolizumab 

Adjuvant Recurrent/2ndary HNSCC
Attarian 

Coord: N. Arechiga
Accrual: 0/5

Adjuvant Re-radiation

Presenter Notes
Presentation Notes
UCI 22-132
Inclusion: 
Pathologically (histologically or cytologically) proven diagnosis of HPV-positive OPSCC. HPV-positivity will be defined as tumors that are p16-positive by immunohistochemistry. 
Clinical stage I, II, or III disease (AJCC Eighth Edition) 

Exclusion: 
Patients who have had initial surgical treatment, other than the diagnostic biopsy, prior systemic chemotherapy, or prior radiotherapy in the treatment proposed field.
______________________________________________________________________
HN009: Randomized Phase II/III Trial of Radiation with Cisplatin at 100 mg/m2 Every Three Weeks Versus Radiation with Weekly Cisplatin at 40 mg/m2 for Patients with Locoregionally Advanced Squamous Cell Carcinoma of the Head and Neck (SCCHN)
Status: Open to Accrual
PI: Dr. Attarian
CRC: Anastasiia Reipolska
Setting: Neo-Adjuvant
Eligibility Criteria:
Inclusion:  Histologically or cytologically documented LA squamous cell carcinoma of the OP, HP, OC, or LX, or p16-positive unknown primary 
Patients must have clinically or radiographically evident measurable disease at the primary site or at nodal stations. Simple tonsillectomy or local excision of the primary without removal of nodal disease is permitted, as is excision removing gross nodal disease but with intact primary site 
Exclusion: Participants with any of the following: 
Patients with oral cavity cancer, nasopharynx cancer, or p16-negative cancer of unknown primary
Definitive clinical or radiologic evidence of distant metastatic disease
Prior systemic chemotherapy for the study cancer; note that prior chemotherapy for a different cancer is allowable, however, any prior exposure to cisplatin is excluded
Mechanism: Cytotoxic chemotherapy.
Notes:
______________________________________________________________________
UCI 21-173: Single-Center Eval of Clinical & Radiological Benefit AHCC in Combo w/ SOC Tx for HPV+ Pts w/ HNSCC
Status: Open to Accrual
PI: Dr. Nabar
CRC: Anastasiia Reipolska
Setting: Neo-Adjuvant/Adjuvant
Eligibility Criteria:
Inclusion:  Has a diagnosis of primary HPV positive HNSCC  
Patient may be any T or N stage, but must be M0.
Exclusion: Known allergy to mushrooms, mushroom products, or any components of the study formulation
Metastatic.
Mechanism: Mushroom extract, inhibits HPV DNA expression
Notes: 
______________________________________________________________________
UCI 23-190: A Phase III, Randomized, Open-Label, Multi-Center, Global Study of Volrustomig (MEDI5752) as Sequential Therapy Versus Observation in Participants with Unresected Locally Advanced Head and Neck Squamous Cell Carcinoma, Who Have Not Progressed Following Definitive Concurrent Chemoradiotherapy
Status: Open to Accrual
PI: Dr. Attarian
CRC: Erin Palmer-Torrison
Setting: Adjuvant
Eligibility Criteria:
Inclusion:  Histologically or cytologically documented LA squamous cell carcinoma of the OP, HP, OC, or LX with no evidence of M0.  
Participants will have completed standard-of-care definitive cCRT with curative intent within 12 weeks (84 days) prior to randomization.
Exclusion: Participants with any of the following: 
(a) Residual disease that needs further treatment with curative intent (eg, salvage surgery, neck dissection, and RT) after definitive cCRT administration per investigators’ assessment and institutional clinical practice; 
(b) LA-HNSCC that was resected before definitive cCRT 
(c) LA-HNSCC that was treated and is recurrent at the time of screening 
Receipt of the last dose of anticancer therapy (CTx and/or RT) > 12 weeks (84 days) prior to randomization.
Mechanism: VEGF inhibitor
Notes: 
______________________________________________________________________
EA3132: Phase II Randomized Trial of Radiotherapy with or without Cisplatin for Surgically Resected Squamous Cell Carcinoma of the Head and Neck (SCCHN) with TP53 Sequencing
Status: Open to Accrual
PI: Dr. Attarian
CRC: Anastasiia Reipolska
Setting: Adjuvant
Eligibility Criteria:
Inclusion:  Pathologically proven diagnosis of squamous cell carcinoma (including variants such as verrucous carcinoma, spindle cell carcinoma, carcinoma NOS) of the head/neck 
pathologic stage III or IVA (AJCC 8): T3-T4a, N0-3, M0 or T1-T2, N1-3, M0.   
Patient has undergone total resection with curative intent. Negative margins after surgery
Per the operative report, the gross total resection of the primary tumor with curative intent was completed within 8 weeks prior to randomization.
Available tissue for testing (testing take 10-14 business days).
ECOG 0 or 1
Mechanism: Radiation and Chemotherapy
Notes: 
______________________________________________________________________






https://www.dropbox.com/scl/fi/6wst8e3k4x3txpgweqmva/UCI-22-132.pdf?rlkey=b7ipmg6j4rn4wfbgwfv5nis6z&st=c7bqitc4&dl=0
https://www.dropbox.com/scl/fi/6wst8e3k4x3txpgweqmva/UCI-22-132.pdf?rlkey=b7ipmg6j4rn4wfbgwfv5nis6z&st=c7bqitc4&dl=0
https://www.dropbox.com/scl/fi/6wst8e3k4x3txpgweqmva/UCI-22-132.pdf?rlkey=b7ipmg6j4rn4wfbgwfv5nis6z&st=c7bqitc4&dl=0
https://www.dropbox.com/scl/fi/vswo2a5vw4z53k7q9uvh2/HN009-Eligibility-and-Schema.pdf?rlkey=y3xjyv7xhjuz8ims4wmor11dy&st=xfkdpote&dl=0
https://www.dropbox.com/scl/fi/79qdt0rfds2w25qrfg9n0/UCI-21-173.pdf?rlkey=ku2xew170dpkbpm05kjjdjfht&st=q5a2ny19&dl=0
https://www.dropbox.com/scl/fi/79qdt0rfds2w25qrfg9n0/UCI-21-173.pdf?rlkey=ku2xew170dpkbpm05kjjdjfht&st=q5a2ny19&dl=0
https://www.dropbox.com/scl/fi/79qdt0rfds2w25qrfg9n0/UCI-21-173.pdf?rlkey=ku2xew170dpkbpm05kjjdjfht&st=q5a2ny19&dl=0
https://www.dropbox.com/scl/fi/nn0hj42shxexxky6ku3lo/EA3132.pdf?rlkey=kxhmlw19zu7t9f8dzvabs0h1s&st=rjm2bb1y&dl=0
https://www.dropbox.com/scl/fi/5hub7odxtsddqywt38rba/EA3191.pdf?rlkey=0y5vxpd54m0fpmrp86mhqqtt8&st=9w43gv54&dl=0
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1st Line Recurrent/Metastatic HNSCC Recurrent/Metastatic

ETCTN 10553
Darolutamide + Leuprolide Acetate in 

Hormone Naïve AR+ Salivary Gland Cancer
PI: Attarian

Coord: B. Huynh
Accrual: 2/5

Alliance A092105
2nd line Ipi/Nivo +/- Cabozantinib 

Recurrent NPC
PI: Attarian

Coord: B. Huynh
Accrual: 0/5

RTOG 3521
Gem+Cis+ Tori 

1st line Recurrent/Metastatic NPC
PI: Attarian

Coord: N. Arechiga
Accrual: 1/5

UCI 25-49
Petosemtamab vs Phys Choice

Recurrent HNSCC
PI: Attarian
CRC: TBD

Accrual: TBD

EA3231
BRAF Agent vs Cabozantinib

Recurrent Thyroid Cancer
PI: Attarian

Coord: E. Palmer-Torrison
Accrual: 0/5

UCI 24-130
HPV injection + Pembro 

1st line Recurrent/Metastatic HPV+
PI: Attarian

Coord: Anastasiia R.
Accrual: 0/5

S2101
Nivo + Cabozantinib
HNSCC, Melanoma

PI: Dr. Vaidya
Coord: Natalie A

Accrual: 0/5

Presenter Notes
Presentation Notes
______________________________________________________________________
UCI 10553: PhII Darolutamide Comb w/LeuprolideAcetateHormonThe NaïveReccur&/orMetsAndrogenRecep+SalivaryGlandCa
Status: Open to Accrual
PI: Dr. Attarian
CRC: Bao-an Huynh
Setting: Broad Phase 2 (Metastatic/Recurrent) Androgen Receptor (AR) Positive Salivary Gland Cancer
Eligibility Criteria:
Inclusion: histologically or cytologically confirmed salivary gland cancer that is recurrent/metastatic or unresectable/locally advanced, with AR expression detected by IHC on a CLIA-approved assay 
Patients must have not had prior AR-targeted therapy, except for AR-targeted therapy administered in the neoadjuvant and/or adjuvant setting and with disease recurrence more than 6 months since treatment completion

Exclusion: Patients on combined P-gp and strong or moderate CYP3A inducers or BCRP substrates are excluded.
Mechanism: nonsteroidal, oral AR antagonist, which is structurally distinct compared to other anti-androgens
Notes: 
_______________________________________________________________________
RTOG 3521: A Single-Arm Study of Toripalimab in Combination with Cisplatin and Gemcitabine in Recurrent Metastatic Nasopharyngeal Carcinoma Systemic Treatment Naïve Participants
Status: Open to Accrual
PI: Dr. Attarian
CRC: Natalie Arechiga
Setting: Metastatic/Recurrent
Eligibility Criteria:
Inclusion: Recurrent/metastatic (stage IV-B as defined by the [UICC] and [AJCC] staging system for NPC, eighth edition) or recurrent NPC after curative treatment. For recurrent NPC, more than 6 months between the last dose of radiotherapy or chemotherapy and the date of recurrence. 
Archival or fresh tumor specimen for local testing of Epstein-Barr virus (EBV)-encoded RNA (EBER) in-situ hybridization and HPV/p16 immunohistochemical testing is mandatory 
Exclusion: Prior systemic therapy administered in the recurrent or metastatic setting. Participants who develop disease recurrence within 6 months from curative intent chemoradiation will be excluded. 
Mechanism: Chemotherapy + Anti-PD1
Notes: 
______________________________________________________________________
A092105: Nivolumab&Ipilimumab w/orw/outCabozantinib Pa w/AdvNasopharyngealCaProgAfterPlatinumTx&Immunthe
Status: Open to Accrual
PI: Dr. Attarian
CRC: Bao-an Huynh
Setting: Recurrent NPC that progressed after IO and Platinum Treatment.
Eligibility Criteria:
Inclusion: Recurrent, metastatic and incurable NPC treated with platinum-gemcitabine and prior PD-1/L1 blockade (as first or second-line therapy) where immunotherapy was part of the most recent prior line of therapy 
Exclusion: Patients may have had no more than 2 prior lines of prior systemic therapy for recurrent, metastatic NPC. 
No prior VEGFR targeted therapy permitted. 
Mechanism: VEGF inhibitor
Notes: 


https://www.dropbox.com/scl/fi/304rhiy41mthgaaqjtkip/ETCTN-10553.pdf?rlkey=molh3ko8jci7knjlnc3a1wesr&st=lwqzz183&dl=0
https://www.dropbox.com/scl/fi/k7lyx00zmv2ebxebyhf18/A0921015.pdf?rlkey=nn9l0ixccq0hmukw5ui59drs0&st=o1vev88m&dl=0
https://www.dropbox.com/scl/fi/r9jf5ygrgcwzl5p9o6cre/RTOG-3521.pdf?rlkey=ftsullp3w967hw9535inb6sfb&st=vee6nzzw&dl=0
https://www.dropbox.com/scl/fi/4s589fidkpqc03fuq8b7d/EA3231.pdf?rlkey=lowaqqer9pqhnjtsyvdre4ew4&st=3wjbcoat&dl=0
https://www.dropbox.com/scl/fi/h2wjhkrje3b0je91jj2k1/UCI-24-130.pdf?rlkey=c700u1alxq4mmt4znb380mer1&st=mxslqa0h&dl=0
https://www.dropbox.com/scl/fi/h2wjhkrje3b0je91jj2k1/UCI-24-130.pdf?rlkey=c700u1alxq4mmt4znb380mer1&st=mxslqa0h&dl=0
https://www.dropbox.com/scl/fi/h2wjhkrje3b0je91jj2k1/UCI-24-130.pdf?rlkey=c700u1alxq4mmt4znb380mer1&st=mxslqa0h&dl=0
https://www.dropbox.com/scl/fi/8g7y362f8swoexwgu8mgj/S2101.pdf?rlkey=to5g0351z30f0xqqg8s73c8sv&st=ggabzhj8&dl=0
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Broad Phase 1 Trials

UCI 22-09
B7-H4–targeted antibody-drug 

conjugate
PI: Dr. Parajuli

CRC: N. Arechiga
Accrual: 6/10
Waitlist only

UCI 25-106
IP Monotherapy

HNSCC, 2L+ sq/nsq NSCLC, TNBC
PI: Dr. Nabar
Coord: TBD

Accrual: TBD

UCI 25-170
Immunogenesis

HNSCC, 2L+ sq/nsq NSCLC, TNBC
Dr. Villaflor
Coord: TBD
Accrual: 0/5

UCI 24-113
BMS

HNSCC, Melanoma, NSCLC, TNBC
PI: Dr. Chow

Coord: Natalie A.
Accrual: 0/5

Presenter Notes
Presentation Notes
_____________________________________________________________________
UCI 22-09:   
Status: PRMC Approved
PI: Dr. Parajuli
CRC: Natalie A.
Setting: Broad Phase 1 (Metastatic/Unresectable)
Eligibility Criteria:
Inclusion: 
Recurrent or advanced solid tumor and has disease progression after treatment with available anti-cancer therapies
Breast Ca
Endometrial Ca
Ovarian Ca
Adenoid Cystic Carcinoma (must have evidence of NOTCH 1 activating mutation)
Exclusion: 
Participant has received prior treatment with another ADC containing an auristatin payload. 
Participant may not receive a drug associated with hepatotoxicity concurrent with XMT-1660 administration (exception for Tylenol/paracetmol, max of 2g per day) 
Participant has active bleeding or a pathologic condition that carries a high risk of bleeding
Mechanism: B7-H4–targeted antibody-drug conjugate
Notes: 
_____________________________________________________________________
UCI 24-113:   
Status: Open
PI: Chow
CRC: Natalie A.
Setting: Broad Phase 1 (Metastatic/Unresectable)
Mechanism: orally bioavailable CELMoD degrader of IKZF transcription factors
Notes: 

https://www.dropbox.com/scl/fi/lddpa21ew5r0d9nafhzfx/UCI-22-09.pdf?rlkey=r5i2w71bptde8vp3zd6iz2p41&st=0zebg9ey&dl=0
https://www.dropbox.com/scl/fi/lddpa21ew5r0d9nafhzfx/UCI-22-09.pdf?rlkey=r5i2w71bptde8vp3zd6iz2p41&st=0zebg9ey&dl=0
https://www.dropbox.com/scl/fi/lddpa21ew5r0d9nafhzfx/UCI-22-09.pdf?rlkey=r5i2w71bptde8vp3zd6iz2p41&st=0zebg9ey&dl=0
https://www.dropbox.com/scl/fi/n46u4izq2h2yummpwszob/UCI-24-113.pdf?rlkey=gcikx5g4vwt3lb2e5yvmpl271&st=w4xicoht&dl=0
https://www.dropbox.com/scl/fi/n46u4izq2h2yummpwszob/UCI-24-113.pdf?rlkey=gcikx5g4vwt3lb2e5yvmpl271&st=w4xicoht&dl=0
https://www.dropbox.com/scl/fi/n46u4izq2h2yummpwszob/UCI-24-113.pdf?rlkey=gcikx5g4vwt3lb2e5yvmpl271&st=w4xicoht&dl=0
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