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OBSERVATIONAL SUPPORTIVE CARE

UCI 20-59 (UCI)
6 Sessions of Goal-focused Emotion-Regulation Therapy (GET) or Individual 
Supportive Psychotherapy (ISP)

PI: Hoyt
Coord: M. Haydon
Accrual 77/175

UCI 25-167 (UCI)
Understanding Adverse Biopsychosocial Outcomes and Unmet Needs Among 
Long-Term Young Adult Survivors of Testicular Cancer

PI: Hoyt
Coord: M. Haydon
Accrual 0/125

Presenter Notes
Presentation Notes
UCI 20-59
*Completion of chemotherapy ≤ 2 years prior to consent
*A score of < 1.8 on the goal navigation scale or < 0.6 on the goal facility scale of the CAYA or > 4 on the Distress Thermometer

UCI 25-167
Are between the ages of 23 and 39 years at the time of consent 
Has a confirmed diagnosis of testis cancer (any stage) at least 5 years prior 
Completion of chemotherapy for any cancer 

https://www.dropbox.com/scl/fi/1wp6pt9e8wc0uq0xbtksp/UCI-20-59.pdf?rlkey=pn8zg14od51nale2gk5rbytlu&dl=0
https://www.dropbox.com/scl/fi/1wp6pt9e8wc0uq0xbtksp/UCI-20-59.pdf?rlkey=pn8zg14od51nale2gk5rbytlu&dl=0
https://www.dropbox.com/scl/fi/1wp6pt9e8wc0uq0xbtksp/UCI-20-59.pdf?rlkey=pn8zg14od51nale2gk5rbytlu&dl=0
https://www.dropbox.com/scl/fi/1wp6pt9e8wc0uq0xbtksp/UCI-20-59.pdf?rlkey=pn8zg14od51nale2gk5rbytlu&dl=0
https://www.dropbox.com/scl/fi/1wp6pt9e8wc0uq0xbtksp/UCI-20-59.pdf?rlkey=pn8zg14od51nale2gk5rbytlu&dl=0
https://www.dropbox.com/scl/fi/1wp6pt9e8wc0uq0xbtksp/UCI-20-59.pdf?rlkey=pn8zg14od51nale2gk5rbytlu&dl=0
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UCI 98-41 (UCI)
PI: Ahlering
Coord: J. Tran
Accrual 2783/3380

UCI 17-07 (UCI)
PI: Ahlering
Coord: J. Tran
Accrual 1134/1875

UCI 17-40 (UCI)
PI: Uchio
Coord: P. Duffy
Accrual 975/1027

UCI 00-55 (UCI)
PI: Ahlering
Coord: L. Huynh
Accrual 429/450

NON-TREATMENT

UCI 23-159
PI: Cozen
Coord: TBD
Accrual 0/240

UCI 23-223 (Curium)
Ph3 Cu64 PSMA I&T PETCT for newly dx 
prostate patients

PI: Uchio
Coord: TBD
Accrual 6/10

UCI 24-60 (UCI)
Qualitative semi-structured interviews

PI: Hoyt
Coord: TBD
Accrual 15/20

UCI 24-70 (UCI)
Pre- and post-RT  questionnaires

PI: Feinstein
Coord: TBD
Accrual 21/50

UCI 25-31 (UCI)
QOL and cognitive effects of estradiol patch 
and darolutamide combination therapy

PI: Rezazadeh
Coord: TBD
Accrual 0/50

Presenter Notes
Presentation Notes

UCI 23-223
*Unfavorable intermediate-risk, high-risk, or very high-risk disease with planned prostatectomy w ePLND
*No prior ADT, neoadjuvant chemo, RT, or investigational therapy prior to prostatectomy

UCI 24-60
*Confirmed dx of prostate  cancer (any stage)
*Completed radical prostatectomy or RT within 2 years prior to consent
*Self- or EMR identified as Asian American and fluent in English 

UC
*Males with non-metastatic prostate adenocarcinoma being eval’d for RT

UCI 25-31
*Histo confirmed mHSPC
*No prior ARI or testosterone suppression therapy
*Evidence of metastatic disease
*ECOG 0-2

https://www.dropbox.com/scl/fi/pomo6bby2tguoauaipko3/UCI-23-223.pdf?rlkey=hpu4akjoo0w7q85kwo8amo39h&st=3qikpeg2&dl=0
https://www.dropbox.com/scl/fi/pomo6bby2tguoauaipko3/UCI-23-223.pdf?rlkey=hpu4akjoo0w7q85kwo8amo39h&st=3qikpeg2&dl=0
https://www.dropbox.com/scl/fi/pomo6bby2tguoauaipko3/UCI-23-223.pdf?rlkey=hpu4akjoo0w7q85kwo8amo39h&st=3qikpeg2&dl=0
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NON-TREATMENT

UCI 24-128 (UCI)
Questionnaires, counseling, saliva 
collection

PI: Hoyt
Coord: TBD
Accrual 25/100

UCI 24-185 
(HistoSonics)

GE LOGIQ E10s US, CT, and MRI

PI: Uchio
Coord: A.Macaraeg
Accrual 4/10

UCI 25-54 (UCI)
64Cu-SAR-bisPSMA Positron Emission 
Tomography

PI: Uchio 
Coord: A.Macaraeg
Accrual 1/20

UCI 23-137
Impact of Intraoperative ICG Use During 
Robotic-Assisted Radical Prostatectomy on 
Functional Outcomes

PI: Lee
Coord: J. Go
Accrual 58/400

UCI 25-159
A Single-Arm Trial of Circulating Tumor DNA-
Guided Treatment Escalation and De-escalation 
in Biochemical Recurrent Prostate Cancer
PI: Shahait
Coord: TBD
Accrual x/145

UCI 25-185
Positron Emission Tomography using 64Cu-SAR-
bisPSMA in participants with high-risk prostate 
cancer prior to radical prostatectomy:
PI: Uchio
Coord: TBD
Accrual x/10

Presenter Notes
Presentation Notes
UCI 24-128
*Hispanic/latino male dx with cancer between 15-39y/of
*Eng or Spanish fluency
*Completion of primary treatment
*<1.8 on goal navigation scale or <0.6 on goal facility scale of the CAYA or >4 on the distress thermometer

UCI 24-185
*>40y/o, scheduled for a prostate biopsy or other prostate-related procedure (i.e. cryoablation, laser vaporization, robotic prostatectomy, etc.)
*No prostate biopsy or procedure within past 6mo that could alter prostate
*No prior prostate cancer tx

UCI 25-54 
Participant potentially eligible for salvage therapy with curative intent 
Participant willing to undergo biopsy of a 64Cu-SAR-bisPSMA PET-positive lesion for histological confirmation of PC, where this is safe and feasible. 
No previous systemic therapy for PC (with the exception of neoadjuvant and adjuvant systemic therapy as part of the definitive treatment). 
No participants for whom there is an intent to initiate a prohibited medication(s)/treatment(s) (refer to Section 7.3) during the course of the participant’s involvement in the study. 
	
UCI 23-137
*Sexually active, SHIM score >/=18
*Candidate for good nerve sparing
*No locally advanced or metastatic prostate adenocarcinoma
*No preop dx of ED and with any hx of intervention for sexual dysfunction
*No neoadjuvant tx for high-risk prostate cancer, prior focal tx, prior definitive RT/no allergies to ICG

UCI 25-159
Men with histologically confirmed adenocarcinoma of the prostate who have biochemical recurrence after primary curative treatment
Prior definitive therapy (radical prostatectomy and/or radiation) must have been completed ≥6 months before enrollment
No evidence of distant metastases on conventional imaging (CT/MRI and bone scan) prior to enrollment. 


https://www.dropbox.com/scl/fi/lp6mkktstj6jedmm8vb3g/UCI-24-185.pdf?rlkey=5wy0sicbldal3pbv4xft7my1y&st=5bzxmhlx&dl=0
https://www.dropbox.com/scl/fi/lp6mkktstj6jedmm8vb3g/UCI-24-185.pdf?rlkey=5wy0sicbldal3pbv4xft7my1y&st=5bzxmhlx&dl=0
https://www.dropbox.com/scl/fi/lp6mkktstj6jedmm8vb3g/UCI-24-185.pdf?rlkey=5wy0sicbldal3pbv4xft7my1y&st=5bzxmhlx&dl=0
https://www.dropbox.com/scl/fi/ztqb1k5m4vacs7e36wkpz/UCI-25-54-Schema-Eligibility.pdf?rlkey=h37uqap4eww413m3b24dxq2ga&st=ktd81635&dl=0
https://www.dropbox.com/scl/fi/ztqb1k5m4vacs7e36wkpz/UCI-25-54-Schema-Eligibility.pdf?rlkey=h37uqap4eww413m3b24dxq2ga&st=ktd81635&dl=0
https://www.dropbox.com/scl/fi/ztqb1k5m4vacs7e36wkpz/UCI-25-54-Schema-Eligibility.pdf?rlkey=h37uqap4eww413m3b24dxq2ga&st=ktd81635&dl=0
https://www.dropbox.com/scl/fi/ch25pfib64900mtuute4w/UCI-23-137.pdf?rlkey=lm6jjp63thqeo7kyu23f5f97q&st=hqizkfh3&dl=0
https://www.dropbox.com/scl/fi/ch25pfib64900mtuute4w/UCI-23-137.pdf?rlkey=lm6jjp63thqeo7kyu23f5f97q&st=hqizkfh3&dl=0
https://www.dropbox.com/scl/fi/ch25pfib64900mtuute4w/UCI-23-137.pdf?rlkey=lm6jjp63thqeo7kyu23f5f97q&st=hqizkfh3&dl=0
https://www.dropbox.com/scl/fi/ch25pfib64900mtuute4w/UCI-23-137.pdf?rlkey=lm6jjp63thqeo7kyu23f5f97q&st=hqizkfh3&dl=0
https://www.dropbox.com/scl/fi/ch25pfib64900mtuute4w/UCI-23-137.pdf?rlkey=lm6jjp63thqeo7kyu23f5f97q&st=hqizkfh3&dl=0
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RT

NRG GU013
Arm 1: SBRT (ultrahypofractionation) 5 fractions
Arm 2: Conventional or moderate hypofractionation 20-45 fractions

PI: Hong
Coord: A.Macaraeg
Accrual 5/10

NRG GU010
De-intensification (Decipher < 0.40): RT + 6 mo ADT
Intensification (Decipher 0.40-0.60 vs >0.60): RT + 6mo ADT +/- 6 mo 
darolutamide

PI: Hong
Coord: A.Macaraeg
Accrual 1/10

Presenter Notes
Presentation Notes

NRG GU013
*No definitive clinical or radiologic evidence of metastatic disease outside of the pelvic nodes (M1a, M1b or M1c) on conventional imaging (i.e. bone scan, CT scan, MRI); Negative PSMA PET is an acceptable substitute.
*No prior radiotherapy to the region of the study cancer that would result in overlap of radiation therapy fields AND No prior radical prostatectomy
*Prior pharmacologic androgen ablation for prostate cancer is allowed only if the onset of androgen ablation (both LHRH agonist and oral anti-androgen) is ≤ 185 days prior to registration
*Patients enrolled in NRG-GU009 must be enrolled in NRG-GU013 prior to radiation therapy treatment planning and start of radiation therapy

NRG GU010
*Path proven prostate adenocarcinoma within 365d of registration
*Have at least 1 intermediate risk factor and 1 unfavorable intermediate risk designator
*No prior radical surgery or curative intent procedure
*No prior LHRH agonist/antagonist or anti-androgen tx


https://www.dropbox.com/scl/fi/ex2mqyjjdq77c88ktqqcs/NRG-GU013.pdf?rlkey=zpqlvtjeb50huv1oekxf0wgk4&dl=0
https://www.dropbox.com/scl/fi/v5s73qbeby1o5yxqnogt9/NRG-GU010.pdf?rlkey=p7j05l3jm6de5nvd6kkp0vwqu&st=tfsg2q7f&dl=0
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HORMONE THERAPY
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MULTIPLE LINES OF THERAPY

ETCTN 10301
Ph1 completed, Ph2 open to accrual

A: 223Ra (bone-targeted alpha
particle emitting radiopharmaceutical) IV x6

B: 223Ra IV x6 + M3814 (DNA-PK inhibitor) PO 
BID

C: 223Ra IV x6 + avelumab (anti-PD-L1 IgG1 Ab) 
IV x10 + M3814 PO BID

PI: Mar
Coord: A. Macaraeg
Accrual 16/25

UCI 23-119 (Merck)
Arm 1: MK-5684 + HRT (appx. 600)
Arm 2: Alternative Abiraterone or 
Enzalutamide (appx. 600)

PI: Rezazadeh
Coord: J.Go
Accrual 7/9

UCI 23-204 (TELIX)
Cohort 1: TLX591 + abiraterone
Cohort 2: TLX591 + enzalutamide
Cohort 3: TLX591 + docetaxel

PI: Srinivas
Coord: A.Castro
Accrual 1/10

UCI 24-79 (Amgen) 
Phase 3 Study of Xaluritamig vs Cabazitaxel or 
Second ARDT in Subjects With mCRPC 
previously Treated With Chemotherapy

PI: Rezazadeh
Coord: A. Raad
Accrual 5/10

SWOG S1802
Arm 1: SST Only
Arm 2: SST and Definitive Treatment of 
Primary Tumor

PI: Gin
Coord: N.Arechiga
Accrual 2/10

UCI 24-140A (Merck)
Phase 1/2 umbrella substudy of MK-2400-U01: 
ifinatamab deruxtecan (I-DXd)-based 
treatment combinations or I-DXd alone

PI: Mar
Coord: A.Macaraeg
Accrual 0/7

Presenter Notes
Presentation Notes
ETCTN 10301
*Progressive mCRPC with ≥ 2 skeletal mets via bone scan with LN mets < 3cm in long axis and no visceral organ mets
*Progression after at least one of the following: abi, enza, apalutamide, darolutamide, or taxane chemo
*On ADT unless had orchiectomy

UCI 23-119
*Have prostate cancer progression while receiving ADT (or post bilateral orchiectomy) within 6 months before Screening.
*Have current evidence of metastatic disease documented by either bone lesions on bone scan and/or soft tissue disease shown by CT/MRI.
*Have had prior treatment with PARPi or were deemed ineligible to receive treatment by the investigator, or have refused PARPi treatment.
*Participants may have received abiraterone acetate and docetaxel or darolutamide and docetaxel for HSPC. However, participants must have received no more than 6 cycles of docetaxel and had no radiographic disease progression while receiving docetaxel AND Have an ECOG performance status of 0 or 1 assessed within 7 days before randomization.

UCI 23-204
*mCRPC with min of 12wk of prior therapy on their first ARPI (mCSPC OR  mCRPC setting)
*Pts who received docetaxel must’ve had last dose >/=6mo prior to screening and >/=4 cycles administered
*No prior treatment with radioisotopes within 6mo or PARPi

UCI 24-79
Randomized Study of Xaluritamig vs Cabazitaxel or Second Androgen Receptor-Directed Therapy in Subjects With Metastatic Castration-Resistant Prostate Cancer Previously Treated With Chemotherapy

SWOG S1802
*All participants must have a histologically or cytologically proven diagnosis of adenocarcinoma of the prostate
*No prior local therapy for prostate adenocarcinoma is allowed
*Participants must not have progressed while on SST24-167

UCI 24-140A
*Radiographic disease progression w or w/o PSA progression
*Prior tx with 1 or 2 ARPIs for nmHSPC, mHSPC, nmCRPC, or mCRPC and progressed during or after at least 8 weeks of treatment
*Prior PARPi allowed if indicated by local approved regimen or deemed ineligible to receive it
*Patients with soft-tissue disease must provide tumor tissue from soft tissue not previously irradiated obtained after disease progression on most recent therapy, bone-only patients must provide archival soft-tissue tumor (bone samples not acceptable)
*ECOG 0-1
*No prior taxane chemotherapy in mCRPC

https://www.dropbox.com/scl/fi/5j9ohv1enhmfu799pey66/ETCTN-10301.pdf?rlkey=sv1vy1egs3yo00z4lmizg580x&st=o88kz63r&dl=0
https://www.dropbox.com/scl/fi/vlpw1518p6pdmym68y50p/UCI-23-119.pdf?rlkey=4sooowympytr4o16kg3ik9l8l&st=kcqro2q3&dl=0
https://www.dropbox.com/scl/fi/vlpw1518p6pdmym68y50p/UCI-23-119.pdf?rlkey=4sooowympytr4o16kg3ik9l8l&st=kcqro2q3&dl=0
https://www.dropbox.com/scl/fi/vlpw1518p6pdmym68y50p/UCI-23-119.pdf?rlkey=4sooowympytr4o16kg3ik9l8l&st=kcqro2q3&dl=0
https://www.dropbox.com/scl/fi/kjob13mlww7tm1am0wlv0/UCI-23-119.pdf?rlkey=oenki79q9he39m5rqpgrfvxud&st=g2oa48cc&dl=0
https://www.dropbox.com/scl/fi/urjxmxd8ybarppi88v933/UCI-24-79.pdf?rlkey=l5iss0ea5072e0di15kqcfefx&st=42aa6qo2&dl=0
https://www.dropbox.com/scl/fi/urjxmxd8ybarppi88v933/UCI-24-79.pdf?rlkey=l5iss0ea5072e0di15kqcfefx&st=42aa6qo2&dl=0
https://www.dropbox.com/scl/fi/urjxmxd8ybarppi88v933/UCI-24-79.pdf?rlkey=l5iss0ea5072e0di15kqcfefx&st=42aa6qo2&dl=0
https://www.dropbox.com/scl/fi/9memv2clb0nkc0xm3jwc5/S1802.pdf?rlkey=zr5us0a99iy81bhtt7lo87v74&st=dm2cvyry&dl=0
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MULTIPLE LINES OF THERAPY 

UCI 24-34 
Ph1 Dose Escalation and Expansion Study 
evaluating Safety, Tolerability and Anti-tumor 
Activity of [225Ac] Ac-FL-020, an anti-PSMA 
Radioconjugate (RDC)

PI: Srinivas
Coord: A. Macaraeg
Accrual: 2/5

UCI 25-84 
A Phase 3, Randomized Study of Xaluritamig 
Monotherapy, Xaluritamig Plus Abiraterone 
versus Investigator’s Choice 

PI: Rezazadeh
Coord: A.Raad
Accrual: 0/5

UCI 24-158 
A Phase III, Open-Label Study of Ifinatamab 
Deruxtecan Versus Docetaxel in Participants 
with Metastatic Castration-Resistant Prostate 
Cancer (mCRPC) (IDeate-Prostate01)

PI: Rezazadeh
Coord: TBD
Accrual: 0/8

UCI 25-01 
A Phase I and Phase II, Multi-Center, Open-
Label Study to Evaluate the Safety, 
Pharmacokinetics, Pharmacodynamics, and 
Preliminary Evidence of Antitumor Activity of 
INV-9956 in Adult Patients With Advanced 
Metastatic Castration Resistant Prostate Cancer

PI: Uchio
Coord: C. Thao
Accrual: 0/8

CCTG-PR26
ADDITION OF DOCETAXEL TO ANDROGEN 
RECEPTOR PATHWAY INHIBITORS IN PATIENTS 
WITH METASTATIC CASTRATION SENSITIVE 
PROSTATE CANCER AND SUBOPTIMAL PSA 
RESPONSE (TRIPLE-SWITCH)

PI: Yazdanpanah
Coord: TBD
Accrual: 0/5

Presenter Notes
Presentation Notes
UCI 24-34
mCRPC with 1+ positive lesions on PSMA PET 
ECOG 0-1
Previous treatment with at least 1 androgen receptor signaling inhibitor or CYP17 inhibitor + previous treatment with 1-2 Taxane regimens required (unless ineligible/does not want taxane therapy).
No prior treatment with radionuclide therapy except 177Lu and Radium with a 6mo washout��UCI 25-84
Prior disease progression on 1, and only 1, ARPI (either enzalutamide, apalutamide, or darolutamide) is required.
Prior disease progression on or intolerance to abiraterone. 
Prior treatment with a taxane regimen in the mCRPC setting

UCI 24-158
Has histologically- or cytologically-confirmed adenocarcinoma of the prostate without small cell histology.
Has prostate cancer progression while on ADT
Radiographic disease progression
Has received prior treatment with 1 or 2 ARPI

UCI 25-01
Histologically confirmed adenocarcinoma of the prostate.
Castration resistant prostate cancer with serum testosterone < 50 ng/dL
Metastatic disease
No History of a second malignancy, unless potentially curative treatment has been completed with no evidence of malignancy for 3 years

CCTG-PR26
Receipt of ADT for mCSPC for at least 6 months and no greater than 12 months at time of enrollment. Receipt of ARPI (e.g. abiraterone acetate, enzalutamide, apalutamide, or darolutamide) for at least 4 months at time of enrollment. 
Candidate for docetaxel chemotherapy (per investigator). No prior treatment with taxanes. 




https://www.dropbox.com/scl/fi/vyqstrjf4ut6xe2qjpstx/UCI-24-34.pdf?rlkey=l9qkbf8xnz1emutmc9iu7yj4e&st=isflpho9&dl=0
https://www.dropbox.com/scl/fi/vyqstrjf4ut6xe2qjpstx/UCI-24-34.pdf?rlkey=l9qkbf8xnz1emutmc9iu7yj4e&st=isflpho9&dl=0
https://www.dropbox.com/scl/fi/vyqstrjf4ut6xe2qjpstx/UCI-24-34.pdf?rlkey=l9qkbf8xnz1emutmc9iu7yj4e&st=isflpho9&dl=0
https://www.dropbox.com/scl/fi/rv3xv1fgygerp83xu2b53/UCI-24-158.pdf?rlkey=ruik2ld1e64gozdlcthltwo3p&st=ozg0r83y&dl=0
https://www.dropbox.com/scl/fi/rv3xv1fgygerp83xu2b53/UCI-24-158.pdf?rlkey=ruik2ld1e64gozdlcthltwo3p&st=ozg0r83y&dl=0
https://www.dropbox.com/scl/fi/rv3xv1fgygerp83xu2b53/UCI-24-158.pdf?rlkey=ruik2ld1e64gozdlcthltwo3p&st=ozg0r83y&dl=0
https://www.dropbox.com/scl/fi/bt8cgb87hnkxlyibgv3yg/UCI-25-01-Schema-Eligibility.pdf?rlkey=t0pfoyfvy5d9cojrq0bi172gs&st=n5ijqq54&dl=0
https://www.dropbox.com/scl/fi/bt8cgb87hnkxlyibgv3yg/UCI-25-01-Schema-Eligibility.pdf?rlkey=t0pfoyfvy5d9cojrq0bi172gs&st=n5ijqq54&dl=0
https://www.dropbox.com/scl/fi/bt8cgb87hnkxlyibgv3yg/UCI-25-01-Schema-Eligibility.pdf?rlkey=t0pfoyfvy5d9cojrq0bi172gs&st=n5ijqq54&dl=0
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MUTATION-SPECIFIC

UCI 24-142 (KaliVir)
VET3-TGI +/- Pembrolizumab

PI: Uchio
Coord: TBD
Accrual: 0/4

Alliance A032102
Arm A: Valemetostat Tosylate(3201b)
Arm B: Cabazitaxel + Carboplatin
Arm C: Cabazitaxel or AR Targeting Agent or 
Lutetium Lu 177 
PI: Rezazadeh
Coord: J. Go
Accrual 0/5

Presenter Notes
Presentation Notes
UCI 24-142
*Path confirmed advanced, unresectable, or metastatic solid tumors (including bladder, RCC, etc)
*Must have measurable disease based on RECIST 1.1 with 1(+) safely biopsiable tumor(s)
*Fail/refuse/intolerant to >2 lines of palliative chemo
*Failed/intolerant/refuse potentially curative tx options

Alliance A032102
*Histological or cytological evidence of prostate cancer
*Tissue procured within 12 months of pre-registration
*Molecular report available
*Prior treatment with ARSI

UCI 25-55 �Histo confirmed prostate adenocarcinoma with provision of FFPE tumor tissue with confirmed BRCA1/2 mutation by central tumor tissue
Localized high-risk, localized very-high-risk, or locally advanced prostate cancer
Must have received a planned regiment of ADT w/ GnRH analogue administered with primary or salvage RT. Must remain on pre-tx ADT regimen throughout study


https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=dk2ze2uw&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=dk2ze2uw&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=dk2ze2uw&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=dk2ze2uw&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=dk2ze2uw&dl=0
https://www.dropbox.com/scl/fi/iqus7ahjbi9y1qnor6hzr/A032102.pdf?rlkey=f9ewe0nczy0u8n3u41tdgu5c6&st=c29se8ij&dl=0
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SINGLE LINE OF THERAPY

UCI 25-73 (Novartis)
Phase 2 comparing 177Lu + ARPI vs. 177Lu in 
first-line treatment of PSMA-positive mCRPC

PI: Rezazadeh
Coord: TBD
Accrual: 0/40

Presenter Notes
Presentation Notes
UCI 25-73
*ECOG -02
*PSMA PET positive per central read
*Newly diagnosed mCRPC who must have progressed on only once on oruir secibd0gebARPI in BCR-nonMHSPC, Mhspc, or nmCRPC setting
*Must have >1 metastatic lesion on CT/MRI or bone scan
*Excludes previous treatment with radiotheraputics within 6wk of randomization
*No previous treatment with taxane chemotherapy at mCRPC setting
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NON-TREATMENT

UCI 13-03 (UCI)
Office-Based Percutaneous Ultrasound-Guided Renal Biopsy

PI: Landman
Coord: R. Yoon
Accrual: 14/225

ADJUVANT

Presenter Notes
Presentation Notes
UCI 13-03
*No coagulopathy or other bleeding disorder
*No active UTI
*No requirement to take Aspirin or Coumadin
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MULTIPLE LINES OF THERAPY

UCI 22-130 (VUMC)
Ipi (anti-CTLA-4)/Nivo (anti-PD1) VS Nivo/Cabo 
(anti-VEGF TKI)

PI: Mar
Coord: A. Castro
Accrual 8/9

1L

UCI 24-142 (KaliVir)
VET3-TGI +/- Pembrolizumab

PI: Uchio
Coord: TBD
Accrual: 0/4

NRG GU012
Ph2 SABR for metastatic unresected RCC
Standard Immunotherapy vs. SABR to primary 
(52Gy in 3 fracs) + Standard Immunotherapy

PI: Feinstein
Coord: A. Castro
Accrual: 1/5

S1931 
Immunotherapy-Based Combination Therapy 
With or Without Cytoreductive Nephrectomy for 
Metastatic RCC 

PI: Mar
Coord: TBD
Accrual /10

UCI 25-158
Orellanine treatment in patients with metastatic 
clear-cell or papillary renal cell carcinoma

PI: Mar
Coord: TBD
Accrual x/5

Presenter Notes
Presentation Notes
UCI 22-130
*No prior systemic therapy for RCC in the neoadjuvant, adjuvant or metastatic setting
*At least one measurable lesion as defined by RECIST 1.1
*Tumor tissue for RNA-sequencing (tumor tissue from bony metastasis is not suitable but a soft tissue component around bone is acceptable)


UCI 24-142
*Path confirmed advanced, unresectable, or metastatic solid tumors (including bladder, RCC, etc)
*Must have measurable disease based on RECIST 1.1 with 1(+) safely biopsiable tumor(s)
*Fail/refuse/intolerant to >2 lines of palliative chemo
*Failed/intolerant/refuse potentially curative tx options


NRG-GU012
*TxN1Mx or TxNxM1 RCC with IMDC intermediate (1-2 factors) or poor risk disease (>3 factors)
*Not recommended for/refused immediate cytoreductive nephrectomy
*Candidate for SOC with IO-IO or IO-VEGF combo
*KPS >60
*No systemic therapy that was initiated >90d before registration

S1931 
At Step 1 Registration, participants will be registered to a single arm, with participants described by the following factors: 
Pre-Randomization Immunotherapy Status at Study Entry: Immunotherapy-naïve participant vs. Pre-randomization completed participant 
Pre- Randomization Treatment Combinations: Nivolumab + Ipilimumab vs. 
Nivolumab + Cabozantinib vs. 
Pembrolizumab + Axitinib vs 
Pembrolizumab + Lenvatinib vs. 
Avelumab + Axitinib 

At Step 2 Randomization, participants will be randomized using a dynamic balancing algorithm with stratification based on: 
Zubrod Performance Status at Randomization: 0 vs. 1 
Systemic Agent: immune therapy combination vs. TKI + immune therapy 
Response at Disease Assessment at Week 12: PR vs Less than PR 


	
�



https://www.dropbox.com/scl/fi/aboxz27ue8cr6mr9g94ld/UCI-22-130.pdf?rlkey=w8bhve66vr5459qbcgjuiirta&st=6zaf8nal&dl=0
https://www.dropbox.com/scl/fi/aboxz27ue8cr6mr9g94ld/UCI-22-130.pdf?rlkey=w8bhve66vr5459qbcgjuiirta&st=6zaf8nal&dl=0
https://www.dropbox.com/scl/fi/aboxz27ue8cr6mr9g94ld/UCI-22-130.pdf?rlkey=w8bhve66vr5459qbcgjuiirta&st=6zaf8nal&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=dk2ze2uw&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=dk2ze2uw&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=dk2ze2uw&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=dk2ze2uw&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=dk2ze2uw&dl=0
https://www.dropbox.com/scl/fi/d3otc2l3tpsxk444lz83u/NRG-GU012.pdf?rlkey=9yi35a5zv3hvlbtbrwnzs2jp4&st=d5frsyok&dl=0
https://www.dropbox.com/scl/fi/t2v3zdk2ne26o815beo8d/S1931.pdf?rlkey=hjc4joco7sreqlephug1tz624&st=bh6e4vnp&dl=0
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NON-INVASIVE

UCI 21-37 (Steba)
TOOKAD (Padeliporfin) Vascular Targeted 
Photodynamic Therapy in the Treatment of 
Low Grade Upper Tract Urothelial Cancer 

PI: Uchio
Coord: TBD
Accrual: 2/5

Ta, T1, CIS Low Grade Unspecified

UCI 22-69 (enGene)
EG-70 as an Intravesical Administration to 
Patients with BCG-Unresponsive NMIBC
PI: Uchio
Coord: TBD
Accrual 1/5

UCI 24-47 (Ferring)
Nadofaragene Firadenovec vs. observation 
in IR NMIBC

PI: Uchio
Coord: A. Marinkovic
Accrual 2/5

UCI 24-139 (CG 
Oncology)

Cretostimogene Grenadenorepvec in HR 
NMIBC
PI: Uchio
Coord: TBD
Accrual 0/10

High-Risk

UCI 25-86 
A Study of Intravesical Bacillus Calmette-
Guerin (BCG) in Combination With ALT-803 
(N-803) in Patients With Non-Muscle Invasive 
Bladder Cancer

PI: Uchio
Coord: TBD
Accrual: 0/5

UCI 25-02  (UroGen)
UCI 25-02

UGN-101 instillation for LG-UTUC

PI: Uchio
Coord: TBD
Accrual: 0/5

A032303
Gemcitabine Alternating with Intravesical 
BCG Randomized Against BCG Alone 
PI: Daneshvar 
Coord: A. Raad
Accrual 0/10

Presenter Notes
Presentation Notes
UCI 24-47
*Newly dx intermediate risk NMIBC who have undergone TURBT within 60d prior to randomization with low grade Ta-T1
*ECOG <2
*Must have a normal upper urinary tract + no evidence of tumor in prostatic urethra

UCI 21-37
*≤2 Sites of low-grade involvement with the largest tumor 5-15 mm in diameter, in calyces, renal pelvis, or ureter of ipsilateral kidney, without high-grade cells on cytology
*No BCG or chemo within 2 months

UCI 24-139
**Details TBD, protocol unavail in OnCore and share drive

UCI 22-69
*BCG-Unresponsive: T1 high-grade disease residual at the first evaluation following induction
*BCG-Naïve/Incompletely Treated (Ph2 only): high-grade disease after incomplete BCG and/or naïve due to BCG unavailability, but previously treated with ≥ 1 dose of intravesical chemotherapy after TURBT

UCI 25-02
*Naïve or recurrent LG, non-invasive UTUC in pyelocaliceal system with at least 1 measurable papillary LG
*ECOG <3
*6mo BCG treatment washout before enrollment
*No hx of invasive UC in the past 5y or HG papillary UC in the urinary tract in the past 2y��UCI 25-86 
Histologic confirmation of non-muscle invasive bladder cancer of the transitional cell carcinoma high-grade subtype. Cohort A: Histologically confirmed CIS (with or without Ta/T1 disease); Cohort B: Histologically confirmed high-grade papillary disease (Ta/T1 only).�NO prior BCG treatment in the last 3 years or known hypersensitivity to BCG or known history of BCG Unresponsive NMIBC. Patients who have received more than a single-dose post-operative treatment of mitomycin-C or gemcitabine following the most recent screening TURBT/biopsy are excluded

A032303
All visible papillary lesions must be macroscopically resected by TURBT within 90 days of randomization. 
Patients must have BCG-Exposed NMIBC, defined as recurrent high grade NMIBC within 24 months of last BCG exposure but not meeting the definition of BCG unresponsive disease. 


https://www.dropbox.com/scl/fi/t1aopery8tg3ohtpdede1/UCI-21-37.pdf?rlkey=e61zb03fj9ut1o6tod1hh8y10&st=kxlph7wi&dl=0
https://www.dropbox.com/scl/fi/t1aopery8tg3ohtpdede1/UCI-21-37.pdf?rlkey=e61zb03fj9ut1o6tod1hh8y10&st=kxlph7wi&dl=0
https://www.dropbox.com/scl/fi/t1aopery8tg3ohtpdede1/UCI-21-37.pdf?rlkey=e61zb03fj9ut1o6tod1hh8y10&st=kxlph7wi&dl=0
https://www.dropbox.com/scl/fi/t1aopery8tg3ohtpdede1/UCI-21-37.pdf?rlkey=e61zb03fj9ut1o6tod1hh8y10&st=kxlph7wi&dl=0
https://www.dropbox.com/scl/fi/t1aopery8tg3ohtpdede1/UCI-21-37.pdf?rlkey=e61zb03fj9ut1o6tod1hh8y10&st=kxlph7wi&dl=0
https://www.dropbox.com/scl/fi/bg2hi25x1oxqd6wtvgoov/UCI-22-69-Schema-Eligibility.pdf?rlkey=vuwmj53ozubwqdl487c3d3hov&st=4t2wx6l9&dl=0
https://www.dropbox.com/scl/fi/bg2hi25x1oxqd6wtvgoov/UCI-22-69-Schema-Eligibility.pdf?rlkey=vuwmj53ozubwqdl487c3d3hov&st=4t2wx6l9&dl=0
https://www.dropbox.com/scl/fi/bg2hi25x1oxqd6wtvgoov/UCI-22-69-Schema-Eligibility.pdf?rlkey=vuwmj53ozubwqdl487c3d3hov&st=4t2wx6l9&dl=0
https://www.dropbox.com/scl/fi/bg2hi25x1oxqd6wtvgoov/UCI-22-69-Schema-Eligibility.pdf?rlkey=vuwmj53ozubwqdl487c3d3hov&st=4t2wx6l9&dl=0
https://www.dropbox.com/scl/fi/bg2hi25x1oxqd6wtvgoov/UCI-22-69-Schema-Eligibility.pdf?rlkey=vuwmj53ozubwqdl487c3d3hov&st=4t2wx6l9&dl=0
https://www.dropbox.com/scl/fi/49g7n7ljxhl448a5kbvrr/UCI-24-47.pdf?rlkey=7xosmz5j7b9y957gixzsbcphw&st=5w3rr7t9&dl=0
https://www.dropbox.com/scl/fi/49g7n7ljxhl448a5kbvrr/UCI-24-47.pdf?rlkey=7xosmz5j7b9y957gixzsbcphw&st=5w3rr7t9&dl=0
https://www.dropbox.com/scl/fi/49g7n7ljxhl448a5kbvrr/UCI-24-47.pdf?rlkey=7xosmz5j7b9y957gixzsbcphw&st=5w3rr7t9&dl=0
https://www.dropbox.com/scl/fi/0bpitl54ey9evnk24ktoo/UCI-25-86-Schema-Eligibility.pdf?rlkey=a55vdornq9z6sv8smogvevkt2&st=z1qvkvis&dl=0
https://www.dropbox.com/scl/fi/0bpitl54ey9evnk24ktoo/UCI-25-86-Schema-Eligibility.pdf?rlkey=a55vdornq9z6sv8smogvevkt2&st=z1qvkvis&dl=0
https://www.dropbox.com/scl/fi/0bpitl54ey9evnk24ktoo/UCI-25-86-Schema-Eligibility.pdf?rlkey=a55vdornq9z6sv8smogvevkt2&st=z1qvkvis&dl=0
https://www.dropbox.com/scl/fi/qr0nfy9d0zn8m3qi2t48w/UCI-25-02.pdf?rlkey=dkki6sxigsauxgtgwfiq16u7m&st=3glatw9z&dl=0
https://www.dropbox.com/scl/fi/qr0nfy9d0zn8m3qi2t48w/UCI-25-02.pdf?rlkey=dkki6sxigsauxgtgwfiq16u7m&st=3glatw9z&dl=0
https://www.dropbox.com/scl/fi/qr0nfy9d0zn8m3qi2t48w/UCI-25-02.pdf?rlkey=dkki6sxigsauxgtgwfiq16u7m&st=3glatw9z&dl=0
https://www.dropbox.com/scl/fi/qr0nfy9d0zn8m3qi2t48w/UCI-25-02.pdf?rlkey=dkki6sxigsauxgtgwfiq16u7m&st=3glatw9z&dl=0
https://www.dropbox.com/scl/fi/qr0nfy9d0zn8m3qi2t48w/UCI-25-02.pdf?rlkey=dkki6sxigsauxgtgwfiq16u7m&st=3glatw9z&dl=0
https://www.dropbox.com/scl/fi/qr0nfy9d0zn8m3qi2t48w/UCI-25-02.pdf?rlkey=dkki6sxigsauxgtgwfiq16u7m&st=muv15pw7&dl=0
https://www.dropbox.com/scl/fi/qr0nfy9d0zn8m3qi2t48w/UCI-25-02.pdf?rlkey=dkki6sxigsauxgtgwfiq16u7m&st=muv15pw7&dl=0
https://www.dropbox.com/scl/fi/qr0nfy9d0zn8m3qi2t48w/UCI-25-02.pdf?rlkey=dkki6sxigsauxgtgwfiq16u7m&st=muv15pw7&dl=0
https://www.dropbox.com/scl/fi/cucbloiyil5z8w4rk5jqh/A032303.pdf?rlkey=1wf6q83vtpongl4bdcpaaz5uq&st=l2h0wuab&dl=0
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NON-INVASIVE

Ta, T1, CIS Low Grade Unspecified

High-Risk

UCI 23-203
 TAR-210 Erdafitinib Intravesical Delivery 
System Versus Single Agent Intravesical 
Chemotherapy

PI: Uchio
Coord: A. Marinkovic
Accrual 1/5

UCI 23-206
  Intravesical Instillation of TARA-002 in 
Adults with High-Grade Non-Muscle 
Invasive Bladder Cancer

PI: Uchio
Coord: A. Marinkovic
Accrual 4/12

Presenter Notes
Presentation Notes
UCI 23-203
Have a susceptible FGFR mutation or fus
Have a histologically confirmed diagnosis (within 90 days of randomization) of IR-NMIBC with at least one of the following criteria fulfilled: Ta LG/G1: primary or recurrent Ta LG/G2: primary or recurrent on either by urine testing or tumor tissue testing (from TURBT tissue), as determined by central or local testing 

UCI 23-206
Central histologic confirmation of high-grade non-muscle invasive CIS (± Ta/T1) with active disease
Cohort B only: Participants with CIS (± Ta/T1) who are BCG unresponsive.

https://www.dropbox.com/scl/fi/onc1o7zs52c0vzrmh5tgg/UCI-23-203.pdf?rlkey=aojx3v57xmjlzm4h7qmeui79b&st=tze7b3q0&dl=0
https://www.dropbox.com/scl/fi/onc1o7zs52c0vzrmh5tgg/UCI-23-203.pdf?rlkey=aojx3v57xmjlzm4h7qmeui79b&st=tze7b3q0&dl=0
https://www.dropbox.com/scl/fi/onc1o7zs52c0vzrmh5tgg/UCI-23-203.pdf?rlkey=aojx3v57xmjlzm4h7qmeui79b&st=tze7b3q0&dl=0
https://www.dropbox.com/scl/fi/awnthqiimh4v4gaqrlykn/UCI-23-206-Eligibility-Schema.pdf?rlkey=s635frotohezmj3zeommh55l4&st=7tcd2xye&dl=0
https://www.dropbox.com/scl/fi/awnthqiimh4v4gaqrlykn/UCI-23-206-Eligibility-Schema.pdf?rlkey=s635frotohezmj3zeommh55l4&st=7tcd2xye&dl=0
https://www.dropbox.com/scl/fi/awnthqiimh4v4gaqrlykn/UCI-23-206-Eligibility-Schema.pdf?rlkey=s635frotohezmj3zeommh55l4&st=7tcd2xye&dl=0
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MUSCLE INVASIVE

UCI 23-59
Adjuvant Sacituzumab Govitecan Plus 
Nivolumab in ctDNA Positive Patients 

PI: Mar
Coord: TBD
Accrual 4/23

UCI 23-72

Outcomes with use of multi parametric 
MRI (mpMRI) compared to diagnostic 
Transurethral Resection of Bladder Tumor 
(TURBT) in patients with suspected MIBC

PI: Mar
Coord: A. Macaraeg
Accrual 26/30

NRG-GU015
Phase III Adaptive Radiation for MIBC: 
Radiosensitizing chemotherapy 

PI: Feinstein
Coord: TBD
Accrual 0/5

ETCTN 10636
Phase I Trial of CA-4948 in Combination With 
Pembrolizumab to Overcome Resistance to PD-
1/PD-L1 Blockade in Metastatic Urothelial 
Cancer

PI: Mar
Coord: A. Raad
Accrual: 4/5

Presenter Notes
Presentation Notes
UCI 23-72
*Suspected muscle-invasive bladder cancer (MIBC) by tumor appearance on initial cystoscopy, as determined by a UCI-affiliated urologist performing the procedure.*High risk non-muscle-invasive (T1, High Grade Ta and/or CIS) bladder TCC
*Patients CANNOT have had prior TURBT or prior therapy for bladder cancer within 120 days of study entry.
*Cannot have ECOG performance status of 4
*MUST be able to tolerate mpMRI or associated contrast AND TURBT or associated anesthesia.

UCI 23-59
*Histologically confirmed muscle-invasive UC originating in the bladder, ureter, or renal pelvis.
*Prior treatment with neoadjuvant investigational agents is allowed (except PD-1/PD-L1 inhibitors) or Sacituzumab Govitecan.
*Underwent a partial cystectomy or partial nephrectomy
*History of adjuvant platinum-based chemotherapy or any other type of adjuvant therapy, including investigational agents, following surgical removal of UC.

NRG-GU015
*cT2-T3bN0M0 urothelial carcinoma of the bladder
*No diffuse CIS
*Protocol unavailable in OPEN

ETCTN 10636
*Must undergo a TURBT prior to randomization. Patients may have either completely or partially resected tumors as long as the treating urologist attempted maximal resection

https://www.dropbox.com/scl/fi/sle2jnlbtaxnd84hfxeh9/UCI-23-59.pdf?rlkey=76qdt7hwt5zl08bombvo1z2j0&st=nq2yv35e&dl=0
https://www.dropbox.com/scl/fi/sle2jnlbtaxnd84hfxeh9/UCI-23-59.pdf?rlkey=76qdt7hwt5zl08bombvo1z2j0&st=nq2yv35e&dl=0
https://www.dropbox.com/scl/fi/sle2jnlbtaxnd84hfxeh9/UCI-23-59.pdf?rlkey=76qdt7hwt5zl08bombvo1z2j0&st=nq2yv35e&dl=0
https://www.dropbox.com/scl/fi/u1sh05sxd1cfdx0c0o5u5/UCI-23-72.pdf?rlkey=5v3m6b7c8bxr4m0sy0axkawmf&st=brc5hm4g&dl=0
https://www.dropbox.com/scl/fi/u1sh05sxd1cfdx0c0o5u5/UCI-23-72.pdf?rlkey=5v3m6b7c8bxr4m0sy0axkawmf&st=brc5hm4g&dl=0
https://www.dropbox.com/scl/fi/u1sh05sxd1cfdx0c0o5u5/UCI-23-72.pdf?rlkey=5v3m6b7c8bxr4m0sy0axkawmf&st=brc5hm4g&dl=0
https://www.dropbox.com/scl/fi/zam9gdxqd3moelz8nmdwr/NRG-GU015-Eligibility-Schema.pdf?rlkey=dqidzp1dtp8s7vt3jq57wueg3&st=6d8mnx2f&dl=0
https://www.dropbox.com/scl/fi/zam9gdxqd3moelz8nmdwr/NRG-GU015-Eligibility-Schema.pdf?rlkey=dqidzp1dtp8s7vt3jq57wueg3&st=6d8mnx2f&dl=0
https://www.dropbox.com/scl/fi/zam9gdxqd3moelz8nmdwr/NRG-GU015-Eligibility-Schema.pdf?rlkey=dqidzp1dtp8s7vt3jq57wueg3&st=6d8mnx2f&dl=0
https://www.dropbox.com/scl/fi/ghukpra0pfuec11vlcq62/ETCTN-10636.pdf?rlkey=4vknmdjldaznqw0ho7ka14tro&st=85swym4k&dl=0
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ALL-COMERS

SWOG S1937
Arm 1: SOC (physician’s choice)
Arm 2:  Eribulin – PERMANENTLY CLOSED
Arm 3: Eribulin + Gemcitabine

PI: Mar
Coord: A. Raad
Accrual 4/5

UCI 22-128 (Merck)
MK-2140 (Zilovertamab Vedotin) IV D1/D8 Q3W

PI: Rezazadeh
Coord: TBD
Accrual 0/3

UCI 24-46(Ferring)
Phase 3 intravesical nadofaragene firadenovec 
alone or w/ chemotherapy (Gem and Doce) or 
Immunotherapy (Pembrolizumab) in patients 
with BCG Unresponsive NMIBC

PI: Uchio
Coord: TBD
Accrual 0/5

UCI 24-142 (KaliVir)
VET3-TGI +/- Pembrolizumab

PI: Uchio
Coord: TBD
Accrual: 0/4

UCI 24-191 (Daiichi)
Phase 2/3 Dato-DXd + carboplation or cisplatin 
vs. Gemcitabine + + Carboplatin or Cisplatin in 
la/mUC who progressed during or after 
EV+Pembro

PI: Rezazadeh
Coord: TBD
Accrual 0/5

UCI 25-184 
An Interventional, Phase 1b/2, Open-Label 
Study to Investigate the Tolerability, Antitumor 
Activity, and Pharmacokinetics of PF-08634404 
Monotherapy or in Combination With 
Enfortumab Vedotin

PI: Mar
Coord: TBD
Accrual 0/5

Presenter Notes
Presentation Notes

UCI 24-142
*Path confirmed advanced, unresectable, or metastatic solid tumors (including bladder, RCC, etc)
*Must have measurable disease based on RECIST 1.1 with 1(+) safely biopsiable tumor(s)
*Fail/refuse/intolerant to >2 lines of palliative chemo
*Failed/intolerant/refuse potentially curative tx options

UCI 21-128
*PD(L)-1 refractory LA/mUC with progression during/after treatment
*PD(L)-1 monotherapy refractory MIUC with recurrence while on treatment or ≤ 6 months of treatment completion
*Archival or new MIUC or metastatic tissue

S1937
*Predominant histo/cyto proven urothelial carcinoma in a metastatic site
*Must have received prior systemic therapy in metastatic setting that included EV, PD1/PDL1 (or confirmed patient is not a candidate)
*ECOG 0-2

UCI 24-46
*CIS+Ta/T1 high-grade disease, unresponsive to >2 courses of BCG within the last 12mo
*ECOG <2
*Elect to not undergo cystectomy
*No current/previous evidence of muscle-invasive or metastatic disease

UCI 24-191
*Histo/cyto confirmed LA or metastatic urothelial carcinoma of the bladder, renal. Pelvis, ureter, or urethra. Squamous differentiation/mixed cell types eligible if histology is predominantly urothelial
*Eligible for ciplatin- or carboplatin-containing chemotherapy 
*Radiographic progression or relapse during or after 1L of EV+pembro
Measurable disease on CT/MRI per RECIST v1.1
*ECOG 0-1
*No prior systemic therapy except EV+P combo

UCI 25-184 
 Previously treated LA/mUC patients
•No more than 3 prior therapy lines; last therapy not IO unless progression occurred over 6 months after prior IO
•Must have measurable disease per RECIST 1.1P
�Previously untreated 
No prior systemic therapy �->12 Months from systemic perioperative treatment (including EV/immunotherapy)



https://www.dropbox.com/scl/fi/2hx9w0cli0th3pbehbrw6/S1937.pdf?rlkey=6yjc39hkye14grcy80mtwdr0g&st=amlidoin&dl=0
https://www.dropbox.com/scl/fi/cgurc5bo4j1j34k6kevze/UCI-22-128.pdf?rlkey=8j6e4t6mzsafatlfeoaeahdqh&st=0s39jbrh&dl=0
https://www.dropbox.com/scl/fi/cgurc5bo4j1j34k6kevze/UCI-22-128.pdf?rlkey=8j6e4t6mzsafatlfeoaeahdqh&st=0s39jbrh&dl=0
https://www.dropbox.com/scl/fi/cgurc5bo4j1j34k6kevze/UCI-22-128.pdf?rlkey=8j6e4t6mzsafatlfeoaeahdqh&st=0s39jbrh&dl=0
https://www.dropbox.com/scl/fi/t5inivfgoxgxb8ra1bpn0/UCI-24-46.pdf?rlkey=ma6v33r4uhrjgodj7v4x3u95d&st=ehga5cjv&dl=0
https://www.dropbox.com/scl/fi/t5inivfgoxgxb8ra1bpn0/UCI-24-46.pdf?rlkey=ma6v33r4uhrjgodj7v4x3u95d&st=ehga5cjv&dl=0
https://www.dropbox.com/scl/fi/t5inivfgoxgxb8ra1bpn0/UCI-24-46.pdf?rlkey=ma6v33r4uhrjgodj7v4x3u95d&st=ehga5cjv&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=ei2phd5z&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=ei2phd5z&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=ei2phd5z&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=ei2phd5z&dl=0
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MUTATION-SPECIFIC

ETCTN 10144
Olaparib (PARP inhibitor) PO 

Non-prostate GU tumors with DNA-repair 
defects (BRCA1, BRCA2, ATM, BAP1, MSH2, 
PALB2, and BRIP1 and others)

PI: Rezazadeh
Coord: A. Castro
Accrual 4/6

UCI 22-39 (SeaGen)
CLOSED Cohort A: DV (HER2-positive) IHC 3+, or 
IHC 2+ and ISH-positive
CLOSED Cohort B: DV (HER2-low) IHC 2+ and ISH-
negative, or IHC 1+
OPEN Cohort C: Randomized arm open

Pi: Mar
Coord: A. Castro
Accrual 6/10

UCI 24-159 (Eli Lilly)
Ph1a LOXO-435 monotherapy
Ph1b LOXO-435 +/- pembro +/- EV
B3 Pembro + LOXO-435
B5 Pembro + EV + LOXO-435

Pi: Mar
Coord: TBD
Accrual 1/5

UCI 25-183
Randomized, Double-blind, Placebo-controlled 
Study Evaluating the Efficacy and Safety of 
Vepugratinib Combined with EV/Pembro in
Adults with an FGFR3 Genetic Alteration.

PI: Mar
Coord: TBD
Accrual 0/5

Presenter Notes
Presentation Notes
ETCTN 10144
*Non-prostate met/adv GU tumors
*Eligible mutation per FM testing (previous FM testing can be used)
*PD via RECIST during/after most recent treatment with 1 platinum-based chemo or ICI
*ECOG 0-1

UCI 22-39
*Received only 1-2 lines of prior systemic therapy for LA/mUC(+1 Platinum)
*Radiographic PD after most recent line if therapy

UCI 24-159
*Locally adv/met solid tumor urothelial malignancy with an FGFR3 pathway alteration that is deemed actionable
*ECOG 0-1 for Cohorts A1/2, B3/5 OR <2 for Cohorts B1/2/4, C1
*No restrictions on # of prior therapies
*Must have received all standard therapies for which individuals were deemed eligible, patient refused remaining SOC tx, OR no more SOC avail

UCI 25-183
Have a qualifying FGFR3 genetic alteration listed in Section 10.8, determined via molecular testing from a tumor or blood sample obtained at or any time after diagnosis of advanced or metastatic urothelial cancer
Have received prior systemic therapy for locally advanced or mUC with the exception of : 
neoadjuvant or adjuvant systemic therapy for localized urothelial cancer with recurrence more than 12 months after completion of therapy
- may receive 1 cycle of standard of care EV + pembrolizumab for locally advanced or mUC before study enrollment for cases where immediate treatment is clinically indicated.

https://www.dropbox.com/scl/fi/foopnzbk3xw7v4q4f678x/ETCTN-10144.pdf?rlkey=otsx5n6eyt26c2v9yvsrnnr18&dl=0
https://www.dropbox.com/scl/fi/9w2d5u48g343lphnu70w5/UCI-22-39.pdf?rlkey=6lutxt384dlud11ryyxgkhmyj&st=cm6g5pr9&dl=0
https://www.dropbox.com/scl/fi/9w2d5u48g343lphnu70w5/UCI-22-39.pdf?rlkey=6lutxt384dlud11ryyxgkhmyj&st=cm6g5pr9&dl=0
https://www.dropbox.com/scl/fi/9w2d5u48g343lphnu70w5/UCI-22-39.pdf?rlkey=6lutxt384dlud11ryyxgkhmyj&st=cm6g5pr9&dl=0
https://www.dropbox.com/scl/fi/9w2d5u48g343lphnu70w5/UCI-22-39.pdf?rlkey=6lutxt384dlud11ryyxgkhmyj&st=cm6g5pr9&dl=0
https://www.dropbox.com/scl/fi/9w2d5u48g343lphnu70w5/UCI-22-39.pdf?rlkey=6lutxt384dlud11ryyxgkhmyj&st=cm6g5pr9&dl=0
https://www.dropbox.com/scl/fi/mlo7wn2dp78ghwn80xa5j/UCI-24-159.pdf?rlkey=m32l14j2k4je4zm2tm6cnnuz3&st=3yh2zc3v&dl=0
https://www.dropbox.com/scl/fi/mlo7wn2dp78ghwn80xa5j/UCI-24-159.pdf?rlkey=m32l14j2k4je4zm2tm6cnnuz3&st=3yh2zc3v&dl=0
https://www.dropbox.com/scl/fi/mlo7wn2dp78ghwn80xa5j/UCI-24-159.pdf?rlkey=m32l14j2k4je4zm2tm6cnnuz3&st=3yh2zc3v&dl=0
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PREVENTATIVE HEALTH SERVICES RESEARCH

SUPPORTIVE CARE

UCI 21-174 (UCI)
Preserving Medical Records After a Cancer 
Diagnosis for Subsequent Generations to Use

PI: Zell
Coord: TBD
Accrual: 0/100

DIAGNOSTIC

UCI 25-44 (UCI)
ctDNA using Northstar-Response and Northstar-
Select for TRM in GU malignancies with bone or 
LN metastases

PI: Yazdanpanah 
Coord: TBD
Accrual 0/24

Presenter Notes
Presentation Notes
UCI 23-127
>6mo survival prognosis for advanced/met cancer
Able to read in Eng/Chinese/Viet/Korean/Tagalog/Japanese

UCI 25-44
*ECOG 0-2
*>18y/o with a metastatic GU malignany
*Bone or LN-only metatstases
*Currently undergoing systemic therapy
*No visceral metastases
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UCI 22-87 (Revolution 
Med)

*1L
Documented KRAS G12A, G12D, G12R, G12S, 
G12V
SLOT RSVP REQ

PI: Nagasaka
Coord: J. Choe
Accrual: 21/25

UCI 23-66 (Boehringer 
Ingelheim)

BI 1810631 (EGFR wt sparing, selective HER2 
inhibitor) PO
ER2 aberration (over-ex/gene amp/non-
synonymous somatic mut/gene rearrangement 
involving HER2 or NRG1) positive tumors

PI: Nagasaka
CRC: S. Fernandez
Accrual: 3/5

MUTATION-SPECIFIC

Presenter Notes
Presentation Notes

UCI 22-87
*RAS mutation status must be identified
*Histologically documented solid tumors previously-treated with systemic therapy
*Patients must provide archival tumor samples collected within 3 years of C1D1 or be willing to undergo pretreatment tumor biopsy.
*Measurable disease per RECIST v1.1 is required

UCI 23-66
*Unresectable/met solid tumor refractory after SOC or for whom SOC is not appropriate
*Exhausted all treatment or is not a suitable candidate for options known to prolong survival for their disease
*Measurable disease
*Must provide a tumor sample for confirmation of the patient´s HER2 status; can be archival material obtained at any time prior to study enrollment

https://www.dropbox.com/scl/fi/5ruv4pr8a8r35260xw13e/UCI-22-87.pdf?rlkey=2829psf7gd7k0ru60hdgfafp4&st=vbnu5obv&dl=0
https://www.dropbox.com/scl/fi/5ruv4pr8a8r35260xw13e/UCI-22-87.pdf?rlkey=2829psf7gd7k0ru60hdgfafp4&st=vbnu5obv&dl=0
https://www.dropbox.com/scl/fi/5ruv4pr8a8r35260xw13e/UCI-22-87.pdf?rlkey=2829psf7gd7k0ru60hdgfafp4&st=vbnu5obv&dl=0
https://www.dropbox.com/scl/fi/5ruv4pr8a8r35260xw13e/UCI-22-87.pdf?rlkey=2829psf7gd7k0ru60hdgfafp4&st=vbnu5obv&dl=0
https://www.dropbox.com/scl/fi/rrpupes78ryx0lny64dnt/UCI-23-66.pdf?rlkey=4amkrtt3trb38eq3nzzfehd4m&st=j5xh4s8o&dl=0
https://www.dropbox.com/scl/fi/rrpupes78ryx0lny64dnt/UCI-23-66.pdf?rlkey=4amkrtt3trb38eq3nzzfehd4m&st=j5xh4s8o&dl=0
https://www.dropbox.com/scl/fi/rrpupes78ryx0lny64dnt/UCI-23-66.pdf?rlkey=4amkrtt3trb38eq3nzzfehd4m&st=j5xh4s8o&dl=0
https://www.dropbox.com/scl/fi/rrpupes78ryx0lny64dnt/UCI-23-66.pdf?rlkey=4amkrtt3trb38eq3nzzfehd4m&st=j5xh4s8o&dl=0
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UCI 22-26 (Cosmo 
Technologies)

Androgen and glucocorticoid receptor antagonist

Part 1 (dose esc): Relapsed/refractory adv/met 
solid tumor
Part 2 (dose exp): Relapsed/refractory adv/met 
solid tumors TBD (likely prostate adeno)

PI: Dayyani
Coord: N. Ferrand
Accrual: 11/12

ALL-COMERS

UCI 24-142 (KaliVir)
VET3-TGI +/- Pembrolizumab

PI: Uchio
Coord: TBD
Accrual: 0/4

NRG CC014
SOC vs SOC + RT for High-risk Asymptomatic Bone 
Metastases

PI: Harris
Coord: N. Arechiga
Accrual: 2/20

NRG BN013 
Phase III: Single fraction Stereotactic Radiosurgery 
(SRS) vs Fractionated Stereotactic Radiosurgery 
(FSRS)

PI: Simon
Coord: S. Beltran
Accrual: 1/5 (open in Dec 2024)

UCI 25-186 
First-In-Human, Open-Label, Dose Escalation Trial 
with Expansion Dose Cohorts to Evaluate the 
Safety, Pharmacokinetics and Efficacy of GEN1106 
in Participants with Urothelial, Breast, Lung and 
Head and Neck Carcinomas

PI: Rezazadeh
Coord: TBD
Accrual: 0/5

Presenter Notes
Presentation Notes
UCI 24-142
*Have pathologically confirmed, advanced, unresectable, or metastatic solid tumors
*Failed, refused, or intolerant to at least 2 lines of palliative chemotherapy
*Patients must be willing to comply with study-mandated procedures including biopsies, imaging, and other procedures. 

UCI 22-26
*Part 1 (Dose Escalation): histologically or cytologically confirmed relapsed or refractory advanced or metastatic solid tumor of any origin, not amenable to standard of care therapy 
*Measurable or evaluable disease per RECIST v1.1 criteria
•No known brain metastases, spinal cord compression, carcinomatous meningitis or leptomeningeal disease unless appropriately treated and neurologically stable for > 4 week��NRG CC014 
Patients with polymetastatic cancer defined as more than 5 sites of radiographically-evident systemic metastatic disease
No previous RT to intended enrolled sites of disease
No ESCC >/= Grade 1c

NRG BN013
Eligible histologies within 5 years of registration: 
NSCLC m
Melanoma 
Breast cancer 
RCC 
Gastrointestinal cancer

At least 1 and upto 8 intact brain mets; needs measurable disease: ≥ 1.0 cm and ≤ 3.0 cm; all mets must be located outside of brainstem and 
≥5 mm from the optic nerves or optic chiasm and ≤ 3.0 cm in maximum dimension; no known leptomeningeal disease; no prior radiotherapy to the  brain.


UCI 25-186
Have progressed on standard of care (SoC) therapy which should include platinum-based chemotherapy and anti-PD-1/PD-L1 therapies, if applicable for the tumor type, or for whom there is no available
standard therapy likely to provide clinical benefit, and for whom experimental therapy with GEN1106 may be beneficial, in the opinion of the investigator.

Part 1: Have histologically or cytologically confirmed diagnosis of one of the following: metastatic urothelial carcinoma, metastatic non-small cell lung carcinoma, head and neck carcinoma, metastatic
breast cancer.

Parts 2 and 3: Have histologically or cytologically confirmed diagnosis of metastatic urothelial carcinoma.


https://www.dropbox.com/scl/fi/7w5t69eeyos0n90g6c5h4/UCI-22-26-0.pdf?rlkey=o7rn609h3elcx68qbpm20th31&dl=0
https://www.dropbox.com/scl/fi/7w5t69eeyos0n90g6c5h4/UCI-22-26-0.pdf?rlkey=o7rn609h3elcx68qbpm20th31&dl=0
https://www.dropbox.com/scl/fi/7w5t69eeyos0n90g6c5h4/UCI-22-26-0.pdf?rlkey=o7rn609h3elcx68qbpm20th31&dl=0
https://www.dropbox.com/scl/fi/7w5t69eeyos0n90g6c5h4/UCI-22-26-0.pdf?rlkey=o7rn609h3elcx68qbpm20th31&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=66ju18mc&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=66ju18mc&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=66ju18mc&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=66ju18mc&dl=0
https://www.dropbox.com/scl/fi/8udgzzwa7h43f2dysnjzg/UCI-24-142-Schema-Eligibility.pdf?rlkey=nrbczeufnuvsm5xlhzo6igs6q&st=66ju18mc&dl=0
https://www.dropbox.com/scl/fi/hs80bfbf3rf4tdp80oa86/NRG-CC014-Eligibility-Checklist-v022825-Schema.pdf?rlkey=wquemqrxs4l9n715dil5en1x5&st=555ykekd&dl=0
https://www.dropbox.com/scl/fi/46lko5nkup9q9p41dvhov/NRG-BN013-Schema-Eligibility.pdf?rlkey=xismcshzeahzsm21adzi9ui3u&st=dasw7duv&dl=0
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ALL-COMERS

ETCTN-10558
Triapine + 177Lu-dotatate vs. 177Lu dotatate 
alone for well-differentiated somatostatin 
receptor-pos NETs

PI: Dayyani
Coord: H. Nguyen
Accrual: 3/3

Presenter Notes
Presentation Notes

ETCTN-10558
*Metastatic, histo-confirmed neuroendocrine tumor with pos 68Ga-dotatate or 64Cu-dotatate scan
*Failure of at least 1 prior systemix tx with somatostatin analogs
*No prior exposure to peptide receptor radionuclide therapy

https://www.dropbox.com/scl/fi/zmriufoxejm2vz569ixp6/ETCTN-10558.pdf?rlkey=5vrfm323qpzo18tcf3rhqvy4z&st=4i20lgjj&dl=0
https://www.dropbox.com/scl/fi/zmriufoxejm2vz569ixp6/ETCTN-10558.pdf?rlkey=5vrfm323qpzo18tcf3rhqvy4z&st=4i20lgjj&dl=0
https://www.dropbox.com/scl/fi/zmriufoxejm2vz569ixp6/ETCTN-10558.pdf?rlkey=5vrfm323qpzo18tcf3rhqvy4z&st=4i20lgjj&dl=0
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ALL-COMERS

UCI 25-14
Antineoplastic Therapy

PI: Rezazadeh
Coord: TBD
Accrual: 6/50

UCI 25-83
Mobile Health Intervention to Improve 
Adherence to Oral Anticancer Therapy

PI: Sadigh
Coord: TBD
Accrual: 0/60

UCI 24-176 (ARSENAL)
Evaluate Efficacy and Safety of Raludotatug 
Deruxtecan (R-DXd) in Participants with 
Advanced/Metastatic Solid Tumors

PI: Mar
Coord: TBD 
Accrual: 0/5

Presenter Notes
Presentation Notes

UCI 25-14
*Actively undergoing or will undergo antineoplastic therapy for cancer at UCI Health Chao Family Comprehensive Cancer Center
*Fluent in English, Spanish, Mandarin Chinese, Vietnamese, Korean, or Farsi to complete study materials and questionnaires
*Willing to wear a study-provided electronic wearable device and complete daily mobile app-based tasks 

UCI 25-83
New prescription for an OAT who have initiated therapy in the last 45 days or have a plan to initiate in the next 45 days, 
Being treated at CFCCC, 
Willing to use a smartphone for the study
Patients will be stratified based on age (≥65 vs. <65), as younger patients may respond better to mHealth interventions due to greater digital literacy  

UCI 24-176
*Endometrial, cervical, non-HGSOC, urothelial, and ccRCC
*ECOG 0-1
*Must have at least 1 lesion amenable to biopsy and consent to pre-tx biopsy (may be waived if providing archival)
*1 measurable lesion per RECIST
*No prior exposure to other CDH6-targeted agents or ADCs that consist of an exatecan derivative
*see eligibility for specific anti-cancer tx criteria

https://www.dropbox.com/scl/fi/e4ponrh5agcfixvpc4kl8/UCI-24-176.pdf?rlkey=nng6hal0be5osftloib9f6wej&st=tg96h29j&dl=0
https://www.dropbox.com/scl/fi/e4ponrh5agcfixvpc4kl8/UCI-24-176.pdf?rlkey=nng6hal0be5osftloib9f6wej&st=tg96h29j&dl=0
https://www.dropbox.com/scl/fi/e4ponrh5agcfixvpc4kl8/UCI-24-176.pdf?rlkey=nng6hal0be5osftloib9f6wej&st=tg96h29j&dl=0
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