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OBSERVATIONAL SUPPORTIVE CARE

SWOG S1823
Low risk group (Stage I/IA)
Moderate risk group (Stage IIA/IB)
High risk group (nonseminoma Stage IS only)

PI: Rezazadeh
Coord: K. Cung
Accrual 4/8

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

PI: Hoyt
Coord: M. Haydon
Accrual 7/200

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

https://www.dropbox.com/scl/fi/fzpb3qgrn9nm7cpdu9wp4/S1823.pdf?rlkey=hudecjewu6f7wbczn61dzuyz6&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 2453/3380

UCI 17-07 (UCI)
PI: Ahlering
Coord: J. Tran
Accrual 833/1875

UCI 17-40 (UCI)
PI: Uchio
Coord: P. Duffy
Accrual 972/1027

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 23-137
PI: Lee
Coord: TBD
Accrual 0/400

UCI 23-222 (Curium)
Ph3 Cu64 PSMA I&T PETCT for pts with  
biochemical recurrence
PI: Uchio
Coord: TBD
Accrual 0/10

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

PI: Uchio
Coord: TBD
Accrual 0/10

Presenter Notes
Presentation Notes
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 23-222
*Biochemical recurrence of prostate cancer with prior radical prostatectomy (>6wk prior to screening) or RT (>1yr prior to screening) with curative intent
*No ADT or other therapies targeting androgen pathway within 3mo

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

PI: Hoyt
Coord: TBD
Accrual 0/20

NON-TREATMENT

Presenter Notes
Presentation Notes
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 
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RT HORMONE THERAPY

NRG GU009
De-intensification (Decipher < 0.85): RT + 12/24 mo ADT
Intensification (Decipher > 0.85 or Node +): RT + 24mo ADT +/- 24 mo 
Apalutamide (ARi)

PI: Hong
Coord: J. Loaiza
Accrual 5/10

NRG GU011 
SABR + blinded placebo or Relugolix (ADT) for 6mo

PI: Hong
Coord: A. Macaraeg
Accrual 1/3

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

PI: Hong
Coord: J. Loaiza
Accrual 1/10

Presenter Notes
Presentation Notes
NRG GU009
*Diagnosis ≤ 180 days prior to registration
*High-risk disease
*No radiologic metastasis outside the pelvic nodes

NRG GU011
*Prior curative-intent treatment to the prostate (excluding chemo)
*1 - 5 oligometastatic lesions in bone and/or nodal/soft tissue sites
*No disease in the prostate/prostate bed
*Not currently on androgen deprivation or ADT

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

https://www.dropbox.com/scl/fi/6zmpbzfssbk5osh1di7k8/NRG-GU009.pdf?rlkey=e40azpslubhelgkcnptvry5wd&dl=0
https://www.dropbox.com/scl/fi/l1nfbyrim03tm1a8f3q0k/NRG-GU011.pdf?rlkey=a1jbbyuime3wkw86l5czi9t9v&dl=0
https://www.dropbox.com/scl/fi/ex2mqyjjdq77c88ktqqcs/NRG-GU013.pdf?rlkey=zpqlvtjeb50huv1oekxf0wgk4&dl=0
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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 8/12

UCI 23-118 (MERCK)
Arm 1: MK-5684 + HRT (appx. 600)
Arm 2: Alternative Abiraterone or 
Enzalutamide (appx. 600)

PI: Rezazadeh
Coord: J. Wang
Accrual 0/5

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

PI: Rezazadeh
Coord: J. Wang
Accrual 0/5

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 23-118
*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.
*Have received 1 but no more than 2 taxane-based chemotherapy regimens for mCRPC and have had PD during or after treatment AND Participants that received NHA for nmHSPC, nmCRPC, mHSPC, mCRPC may not
have received another NHA treatment before enrollment.

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.


https://www.dropbox.com/scl/fi/8dhx9sxprwolfbqf4z762/ETCTN-10301.pdf?rlkey=p260jgs3aajdd4lz8gsyhjy2v&st=sgdjm4uj&dl=0
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MUTATION-SPECIFIC

UCI 22-78 (Roche)
Arm 1: MK-5684 + HRT (appx. 600)
Arm 2: Alternative Abiraterone or Enzalutamide 
(appx. 600)

PI: Tewari
Coord: J. Ejbara
Accrual 0/5

ETCTN 10603
M1774 (ATR) first 14 days of each cycle
REQ SLOT RSVP

PI: Rezazadeh
Coord: J. Wang
Accrual 0/5

UCI 23-162 (Eikon)
Dose escalation open: IMP1734 oral 

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

Presenter Notes
Presentation Notes
ETCTN 10603
*SPOP mutation by NGS 
*Prior treatment with 2GAA and taxane- or Lutetium-based therapy
*ECOG performance status ≤2

UCI 22-78
*Histologically or cytologically confirmed locally advanced (unresectable) or metastatic solid tumor (eg, TNBC, cholangiocarcinoma, endometrial carcinoma, and prostate cancer).
*Have a deleterious mutation (germline or somatic) in at least 1 of the following genes involved in the HRR pathway (BRCA1, BRCA2, PALB2, RAD51, RAD51B, RAD51C, RAD51D, BARD1, BRIP1, FANCA, and NBN) as assessed by a CLIAcertified or equivalent laboratory.

UCI 23-162
*Ongoing ADT within 28d of study entry, must have received NHA, must have received 1 prior line of taxane-based chemotherapy
*BRCA1/2, PALB2, RAD51B/C/D mutation required




https://www.dropbox.com/scl/fi/0xb03osw0sc7bm8wgglfc/UCI-22-78.pdf?rlkey=ud1sq7s51ztaj1akjxcqvdbb6&dl=0
https://www.dropbox.com/scl/fi/mvajhbd946ryb7918vt6x/ETCTN-10603.pdf?rlkey=2khk53ywpjqkbc4ls506dnqqz&dl=0
https://www.dropbox.com/scl/fi/p9lx62lruytk4olj2z1lk/UCI-23-162.pdf?rlkey=3cgjpbnj9yvg2g3f24q9javn0&st=p4uezdvk&dl=0
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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 22-53 (Roche)
Control: Pembro (anti-PD1) IV + Axitinib (TKI) PO
A: Tobemstomig (IgG1 BsAb) IV + Axitinib PO
B: Tiragolumab (IgG1k mAb) IV + Tobemstomig IV 
+ Axitinib PO

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

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

PI: Mar
Coord: A. Castro
Accrual 0/9

UCI 22-171 (Dragonfly 
Therapeutics)

DF9001 (TriNKET ) +/- Nivo (anti-PD1)

EGFR exp/amp via FISH or NGS

PI: Valerin
Coord: M. Nguyen
Accrual: 3/15

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 2/6

1L

Presenter Notes
Presentation Notes
UCI 22-53
*Intermediate or poor risk clear cell RCC with or without sarcomatoid features 
*No prior systemic therapy
*Availability of archival tissue must be confirmed before randomization 


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)

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 22-171
Dose Escalation: 
*Documented EGFR expression where therapy has failed
*Progressed on standard of care therapy 
*Requires fresh tumor biopsy at screening and on-treatment
RCC Not eligible for dose expansion

UCI 23-91
*Part 1 (dose escalation): No prior receipt of an anti–PD-L1 or anti–CTLA-4 therapy
*Part 2 (dose expansion): No prior receipt of an anti–PD-1, anti–PD-L1, anti–PD-L2, or anti–CTLA-4 therapy or treatment with an immune modulator (eg, GITR, LAG-3, TIM-3, OX40, ICOS, IL-2, 4-1BB, CAR-T cell)
*Measurable disease per RECIST v1.1

https://www.dropbox.com/scl/fi/cnhho1vj4ic9f35ffuljn/UCI-22-53.pdf?rlkey=00g8bbgvyoy2g362r7w94m0zg&dl=0
https://www.dropbox.com/scl/fi/o28l81u3t19xeyykuhqx6/UCI-22-130.pdf?rlkey=v24i331gnsj3dmvj71ut4h9dv&dl=0
https://www.dropbox.com/scl/fi/mw6bhgptoce38jro6cjr9/UCI-22-171.pdf?rlkey=8dgo50ir3abtgqpe4nje8vtfd&dl=0
https://www.dropbox.com/scl/fi/mw6bhgptoce38jro6cjr9/UCI-22-171.pdf?rlkey=8dgo50ir3abtgqpe4nje8vtfd&dl=0
https://www.dropbox.com/scl/fi/foopnzbk3xw7v4q4f678x/ETCTN-10144.pdf?rlkey=otsx5n6eyt26c2v9yvsrnnr18&dl=0
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NON-INVASIVE

UCI 18-53 (Merck)
PI: Uchio
Coord: D. Hassan
Accrual 21/30

UCI 21-37 (Steba)

PI: Uchio
Coord: TBD
Accrual: 1/5

UCI 21-41 (Astellas)
PI: Uchio
Coord: D. Hassan
Accrual 1/2

Ta, T1, CIS Low Grade

Unspecified

UCI 22-69 (enGene)
PI: Uchio
Coord: P. Duffy
Accrual 0/5

UCI 23-202 (Janssen)
TAR-200 vs. investigator’s choice of 
chemotherapy

PI: Uchio
Coord: TBD
Accrual: 0/3

Presenter Notes
Presentation Notes
UCI 18-53
*BCG refractory
*High risk non-muscle-invasive (T1, High Grade Ta and/or CIS) bladder TCC
*≥9 Doses of BCG ≤ the last 9 months

UCI 21-41
*Non-muscle invasive UC with CIS 
*Histological confirmation ≤ 60 days prior to first dose of study treatment

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 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 23-202
*recurrent, papillary-only HR-NMIBC dx within 12mo of last BCG; variant histology allowed if urothelial (transitional cell histology) predominance
*Must have received at least 5/6 induction doses of BCG
*No N+ and/or M+ per BICR of CT/MR uro
*No presence of CIS at any point from dx of papillary-only HR-NMIBC to recurrence to randomization, no, presence or hx of histologically
confirmed, muscle-invasive, locally advanced, nonresectable, or metastatic UC

https://www.dropbox.com/scl/fi/ped7besahjsibw235uayb/UCI-18-53.pdf?rlkey=dpq1a33y1lj4u1xlw74d5moks&dl=0
https://www.dropbox.com/scl/fi/1fdsy7qrvts8kdk9iltgk/UCI-21-37.pdf?rlkey=co4sbxq79kek070rraesdq8p7&dl=0
https://www.dropbox.com/scl/fi/tdiza92aa82u9hjyqyxdm/UCI-21-41.pdf?rlkey=fc7c3eq4tbx8uxu68omtqsoo0&dl=0
https://www.dropbox.com/scl/fi/czsuxuukdpjleqpsnv4um/UCI-22-69.pdf?rlkey=kjcbkgox7ass19nmj9c0mrg0r&st=ydasui14&dl=0
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MUSCLE INVASIVE

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 5/30

UCI 21-09 
(AstraZeneca)

Arm 1: Neoadjuvant Durva + Treme + EV  
RC  adjuvant Durva + Treme  Durva
Arm 2: Neoadjuvant Durva + EV  RC  
adjuvant Durva
Arm 3: RC  observation/approved 
adjuvant SOC

PI: Rezazadeh
Coord: A. Castro
Accrual 3/8

Presenter Notes
Presentation Notes
UCI 21-09
*MIBC cT2-T4aN0-1M0 or bladder UC cT1N1M0
*Medically fit for cystectomy and neoadjuvant therapy
*Cisplatin ineligible or refusal

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.


https://www.dropbox.com/scl/fi/9p19clhiw3pqibdngtfyh/UCI-23-72.pdf?rlkey=69ot367mtrai1zv8r1ofjeyo3&st=mbh7huvt&dl=0
https://www.dropbox.com/scl/fi/az7neuxglhciywmnl0snv/UCI-21-09.pdf?rlkey=bz842jk2fk0mpxhg32lx5kvu7&dl=0
https://www.dropbox.com/scl/fi/az7neuxglhciywmnl0snv/UCI-21-09.pdf?rlkey=bz842jk2fk0mpxhg32lx5kvu7&dl=0
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ALL-COMERS

UCI 22-129 (Merck)
Part 1 (safety lead-in)
Arm A: EV IV + MK-4280A IV
Arm B: EV IV + MK-7684A IV
Arm C: EV IV + Pembro IV
Part 2 (expansion)
Arm A and/or B
Arm C: EV IV + Pembro IV

PI: Rezazadeh
Coord: J. Loaiza
Accrual 0/6

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

PI: Rezazadeh
Coord: J. Loaiza
Accrual 0/3

GOG 3082 (Acrivon)
Arm 1: OncoSignature (+): ACR-368 IV
Arm 2: OncoSignature (-): ULDG IV + ACR-368 IV

PI: Mar
Coord: A. Castro
Accrual 3/10

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

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

Presenter Notes
Presentation Notes
GOG 3082
*Ovarian: PD/relapse ≤ 6 months of platinum therapy completion; 1-6 lines of prior therapy
*Endometrial: ≤ 3 lines of prior therapy in recurrent setting; failed/ineligible for PD(L)-1 for adv/met disease
 *UC: received platinum; failed PD(L)-1/EV; if in neo/adjuvant setting, progression ≤ 12 months�*Must undergo new tumor biopsy from accessible tumor lesion

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

UCI 22-129
*Previously untreated LA/mUC; select prior therapy for MIUC permitted
*Archival or new tumor
*No restriction regarding PD-L1 CPS
*Cohort C for Tx naiive 

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 0-1therapies

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


https://www.dropbox.com/scl/fi/hgdofi08cqhwfj81qa38q/UCI-22-129.pdf?rlkey=lux0u4rrbwcjoa3zbvg5pfsu1&dl=0
https://www.dropbox.com/scl/fi/cgurc5bo4j1j34k6kevze/UCI-22-128.pdf?rlkey=8j6e4t6mzsafatlfeoaeahdqh&dl=0
https://www.dropbox.com/scl/fi/hcposhv2ezpsh63o1kgj2/GOG-3082.pdf?rlkey=5ncy5xg7wknsvbr4kclbv7yc5&dl=0
https://www.dropbox.com/scl/fi/2hx9w0cli0th3pbehbrw6/S1937.pdf?rlkey=6yjc39hkye14grcy80mtwdr0g&st=amlidoin&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 2/6

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

Pi: Mar
Coord: A. Castro
Accrual 4/5

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

https://www.dropbox.com/scl/fi/foopnzbk3xw7v4q4f678x/ETCTN-10144.pdf?rlkey=otsx5n6eyt26c2v9yvsrnnr18&dl=0
https://www.dropbox.com/scl/fi/x9knib1hpwg1tbaoxsqs6/UCI-22-39.pdf?rlkey=30dsts16v6muey9yl411tta78&st=p54j0q8b&dl=0
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PREVENTATIVE

UCI 22-109 (Xiamen LP 
Pharmaceutical)

Palonosetron IV vs. Buccal film anti-emetic

PI: Dayyani
Coord: P. Yang
Accrual: 1/30

HEALTH SERVICES RESEARCH

SUPPORTIVE CARE

UCI 21-127 (UCI)
Goal Directed Intervention for Adolescent and 
Young Adult Cancer Survivors

Age 15-21

PI: Michelle Fortier
Coord: TBD
Accrual: 0/100

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

PI: Zell
Coord: TBD
Accrual: 0/100

UCI 23-127 (UCI)
Stress & Coping in Asian Americans with 
Advanced/Metastatic Cancer

PI: Jacqueline Hyo Ju Kim
Coord: TBD
Accrual: 13/60

DIAGNOSTIC

Presenter Notes
Presentation Notes
UCI 22-109
*Chemo naïve and non-naïve subjects 
*Scheduled for moderate emetogenic risk chemo to be administered on D1
*No nausea (moderate to severe) or vomiting following any previous chemo; mild nausea may be allowed per investigator discretion

UCI 21-127
*Age 15-21 at time of consent
*Completion of primary medical treatment for cancer within 1 year at time of consent
*No presence of developmental disabilities, cognitive impairment, or severe psychiatric illness that would preclude participation in interviews



https://www.dropbox.com/scl/fi/mq5b8qti5irlx270kj7o4/UCI-22-109.pdf?rlkey=smkbkv5c29viy3gwzmd9ww1pi&dl=0
https://www.dropbox.com/scl/fi/mq5b8qti5irlx270kj7o4/UCI-22-109.pdf?rlkey=smkbkv5c29viy3gwzmd9ww1pi&dl=0
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UCI 19-64 (Merus N.V.)
MCLA-128 (IgG1 bispecific Ab)

Documented NRG1 fusion
Group H: Non pancreatic/NSCLC solid tumors

PI: Nagasaka
Coord: C. Ramirez
Accrual 8/10

UCI 21-13 (Bicycle Tx 
Ltd)

EphA2 Expression

Part A: Malignant solid tumors
Part B monotherapy: Met UC

PI: Nagasaka
Coord: R. Chang
Accrual: 2/3

UCI 22-87 (Revolution 
Med)

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

PI: Ou
Coord: O. Quines
Accrual: 14/20

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: C. Smith
Accrual: 0/5

MUTATION-SPECIFIC

UCI 23-116 (Revolution 
Med)

1b Dose Escalation + Expansion: RMC-6291 & 
RMC-6236
Documented KRAS-G12C
SLOT RSVP REQ

PI: Ou
Coord: K. Buttigieg
Accrual: 0/10

Presenter Notes
Presentation Notes
UCI 19-64

UCI 21-13
Part A
*Metastatic recurrent histologically confirmed malignant solid tumor who must have exhausted all appropriate treatment options per local guidelines and must have failed at least one prior line of therapy with evidence of radiographic progression on the most recent line of therapy
Part B
*Metastatic recurrent disease histologically confirmed urothelial cancer must have failed or is ineligible for all appropriate treatment options per local guidelines; and must have evidence of radiographic progression on the most recent line of therapy
*Patients who received EV and showed disease progression within 6 months of treatment start are planned for less than 50% of total patients enrolled in the cohort.


UCI 22-87
*

UCI 23-66
Ph Ia
*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

ETCTN-10551
*Presence of metastatic and/or recurrent solid tumors with pathogenic BRCA 1/2 mutated cancers where olaparib is indicated as standard of care therapeutic option (not maintenance) as below:
	- Metastatic Castrate-Resistant Prostate Cancer (CPRC): Treatment after progressive disease on anti-androgens
*Patients may not have had prior PARP inhibitor in the metastatic setting when given for therapeutic purposes AND At least 4 weeks or 4 prior drug half-lives (whichever is shorter) must have elapsed since completion of the previous systemic therapy.
*Expansion Cohort: Willingness and feasibility to undergo pre and post treatment biopsy

UCI 23-116
*Solid tumors, previously treated, naïve to KRASG12C (OFF) inhibitors 
*Pathologically documented, KRASG12C-mutated, advanced or metastatic solid tumors not amendable to curative therapy 
*ECOG 0-1



https://www.dropbox.com/scl/fi/b5x1jzdr0q9bv8z9v0vee/UCI-19-64.pdf?rlkey=xq8wunt6rzb04m6ieih8h3c9t&dl=0
https://www.dropbox.com/scl/fi/rui8vji3cf0s6vr9xvn15/UCI-21-13.pdf?rlkey=bskofsplpggkwe6vvh1proe9o&dl=0
https://www.dropbox.com/scl/fi/rui8vji3cf0s6vr9xvn15/UCI-21-13.pdf?rlkey=bskofsplpggkwe6vvh1proe9o&dl=0
https://www.dropbox.com/scl/fi/qhh6rfjxoqm0w19h73r7n/UCI-22-87.pdf?rlkey=ypy5t6z6cnzm8wqxz393baku2&dl=0
https://www.dropbox.com/scl/fi/qhh6rfjxoqm0w19h73r7n/UCI-22-87.pdf?rlkey=ypy5t6z6cnzm8wqxz393baku2&dl=0
https://www.dropbox.com/scl/fi/do4x8mt7jnwdveuodcc1n/UCI-23-66.pdf?rlkey=t7lm50sn3okeit8m3cclbah0z&dl=0
https://www.dropbox.com/scl/fi/do4x8mt7jnwdveuodcc1n/UCI-23-66.pdf?rlkey=t7lm50sn3okeit8m3cclbah0z&dl=0
https://www.dropbox.com/scl/fi/qhh6rfjxoqm0w19h73r7n/UCI-22-87.pdf?rlkey=ypy5t6z6cnzm8wqxz393baku2&dl=0
https://www.dropbox.com/scl/fi/qhh6rfjxoqm0w19h73r7n/UCI-22-87.pdf?rlkey=ypy5t6z6cnzm8wqxz393baku2&dl=0
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UCI 20-67 (Dragonfly 
Therapeutics)

Anti-PD-1 DF1001 (monotherapy or combination 
therapy)

LA/mUC TCC of urothelium (renal pelvis, ureters, 
urinary urothelial, urethra).

PI: Valerin
Coord: M. Nguyen
Accrual: 18/20

UCI 21-40 (Dragonfly 
Therapeutics)  

DF6002 +/- Nivo
SLOT RSVP REQ

LA/m UC, renal, prostate

PI: Valerin
CRC: B. Huynh
Accrual: 5/6

UCI 21-208 (IGM 
Biosciences, Inc.)

IGM-8444 evaluated for 2 different dosing 
frequencies

PI: Chow
Coord: M. Nguyen
Accrual: 9/15

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: 7/12

ALL-COMERS

UCI 21-146 (Shanghai 
Miracogen)

Anti-Tissue Factor monoclonal antibody-
BCNvcMMAE conjugate

Cohort A panc cancer open only as of 3/18/24

PI: Dayyani
Coord: C. Kang
Accrual: 5/11

Presenter Notes
Presentation Notes
UCI-20-67 
Dose Escalation Phase: 
*Histologically/cytologically-proven locally advanced or metastatic solid tumors for which no standard therapy exists or standard therapy has failed 
*HER2 expression by IHC and/or erbb2 amplification and/or erbb2-activating mutations 
Dose Expansion Phase:
*UBC Cohort: must have received only 1L platinum-containing regimen for inoperable locally advanced/metastatic urothelial carcinoma with PD/recurrence < 6 months after the last dose
*MBC Cohort: no more than 3 prior lines of cytotoxic therapy for metastatic disease 

UCI 21-40
*Agrees to pre-treatment biopsy
*No prior treatment with rhIL2 or with any drug containing an IL2 or IL12 moiety

UCI 21-146
ONLY DOSE ESC/COHORT A (PANC CA) OPEN AS OF 3/18/24
*Unresectable or metastatic cancer with disease progression during prior therapy, or relapse or progression following approved standard therapy for their tumor types (Part A: solid tumors, Part B5: other cancer types with observed efficacy in Part A but not included in Cohort B1~B4 or tumors known to express tissue factor ) 
*Measurable disease per RECIST v1.1 
*For Part B patients: documented Tissue Factor (TF) presence in tumor biopsy specimens, obtained from archival or re-biopsy specimens by IHC

UCI 21-208
*Refractory to or intolerant of existing standard therapy or for whom no effective further standard of care therapy exists
*3 Max prior therapeutic regimens in the advanced/metastatic setting
*No prior DR5 agonist, Bcl-family inhibitor therapy

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


https://www.dropbox.com/scl/fi/c5b6newfaba2omrd79ygx/UCI-20-67.pdf?rlkey=502d5aivvm232rt1s5nw1x64e&dl=0
https://www.dropbox.com/scl/fi/c5b6newfaba2omrd79ygx/UCI-20-67.pdf?rlkey=502d5aivvm232rt1s5nw1x64e&dl=0
https://www.dropbox.com/scl/fi/l7q6uqkthsa69dn9guog1/UCI-21-40.pdf?rlkey=u6hkfm6rfl67u3evqrignzhln&dl=0
https://www.dropbox.com/scl/fi/l7q6uqkthsa69dn9guog1/UCI-21-40.pdf?rlkey=u6hkfm6rfl67u3evqrignzhln&dl=0
https://www.dropbox.com/scl/fi/az9msb7fm91gy2nf143aa/UCI-21-208.pdf?rlkey=fyt5q2kpiu9357smchaf7jzxs&dl=0
https://www.dropbox.com/scl/fi/az9msb7fm91gy2nf143aa/UCI-21-208.pdf?rlkey=fyt5q2kpiu9357smchaf7jzxs&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/oger7g1gfws6q7y5kmwaq/UCI-21-146.pdf?rlkey=dloog1g6q6cixi25c7s5eve92&dl=0
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UCI 22-42 
Part 1:TransCon TLR7/8 Agonist  IT injection
Part 2: TransCon TLR7/8 Agonist  IT injection
+ Pembro IV

Part 1: Any solid tumor
Part 2: Indications where monotherapy 
pembro has known/exp clinical activity

PI: Tewari
Coord: J. Ejbara
Accrual: 0/3

UCI 22-37 (Tachyon 
Therapeutics)

TACH101 (KDM4 histone demethylase inhibitor) P
Ph 1a only: any solid tumor

PI: Dayyani
Coord: A. Luna
Accrual: 5/10

ALL-COMERS

UCI 23-07 (Poseida 
Therapeutics, Inc.)

Cyclophosphamide (300 mg/m2) and 
fludarabine (30 mg/m2) IV

Part 1 (dose esc) and Part 2 (dose exp)

PI: Mehta
Coord: J. Miranda
Accrual: 0/5

UCI 23-200

Participants with Advanced Solid Tumors 
Expressing Claudin 

PI: Dayyani
Coord: TBD
Accrual 0/10

UCI 23-186
Currently on Treatment or in Follow-up in 
Studies That Include Pembrolizumab

PI: Tewari
Coord: TBD
Accrual 0/5

Presenter Notes
Presentation Notes
UCI 22-37
Ph1a ONLY
*Advanced or metastatic solid tumor that has progressed or was nonresponsive or intolerant to available therapies and for which no standard or available curative therapy exists 
*Measurable disease per RECIST v1.1
*No known/suspected brain mets

UCI 22-42
Parts 1 and 2 ONLY
*Locally advanced, recurrent or metastatic solid tumor malignancies that cannot be treated with curative intent (surgery or radiotherapy).
*At least 2 lesions of measurable disease per RECIST 1.1, unless specified otherwise in the selection criteria – at least 1 lesion that is safely accessible for intratumoral injection and 1 lesion that is not injected (at least initially).
*Lesion(s) to be injected must be measurable and greater than or equal to 15 mm in the longest diameter at initial selection.

23-07
*Must have progressed during or after last therapy and have measurable disease per RECIST v1.1.
*Must have a confirmed diagnosis (histological or cytological confirmation) of unresectable, locally advanced or metastatic epithelial-derived cancer (including but not limited to breast, ovarian, non-small cell lung, colorectal, pancreatic, and other cancers), refractory to standard of care therapy or ineligible or refused other existing treatment options.
*Subjects must have tissue available or be willing to consent to a biopsy collection for retrospective and exploratory biomarker testing - Tumor biopsies/samples obtained on or after the date that metastatic disease is documented

UCI 23-186
Participants from studies that include pembrolizumab (parent studies) established by the Sponsor as KN-587 ready

*Participants actively dosing with pembrolizumab, pembrolizumab-based combinations, or other study intervention listed in Table 5 from parent studies must transition into KN-587 prior to end of study LPLV. 
*Participants in a Follow-up Phase and potentially eligible to receive study treatment in KN-587 should transition before end of study LPLV but may transition prior to close-out of the parent study with Sponsor approval.
*Parent study participants in a Follow-up Phase who are not eligible to receive study treatment in KN-587 should transition before end of study LPLV but may complete transition after close-out of the parent study

UCI 23-200
*Must have at least one measurable lesion according to RECIST v1.1.
*Adequate organ and bone marrow function
*Active or prior documented autoimmune or inflammatory disorders requiring systemic immunosuppressive treatment
*Peripheral neuropathy ≥ Grade 2 at screening

https://www.dropbox.com/scl/fi/bzi6xfgpvw0fkiut7xywm/UCI-22-42.pdf?rlkey=8h08ui9unm6t8qwxqxwaubv5r&dl=0
https://www.dropbox.com/scl/fi/sbi1gdvlyuyk7qpb1sax6/UCI-22-37.pdf?rlkey=etnaiug757nla4xwo5mtk0kb2&dl=0
https://www.dropbox.com/scl/fi/sbi1gdvlyuyk7qpb1sax6/UCI-22-37.pdf?rlkey=etnaiug757nla4xwo5mtk0kb2&dl=0
https://www.dropbox.com/scl/fi/9edfm3nra9jnp5nwbaxga/UCI-23-07.pdf?rlkey=5sbfow03flmrtlah4mzu9eil0&st=fwh9l4td&dl=0
https://www.dropbox.com/scl/fi/9edfm3nra9jnp5nwbaxga/UCI-23-07.pdf?rlkey=5sbfow03flmrtlah4mzu9eil0&st=fwh9l4td&dl=0
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UCI 24-28
Surveys for all newly diagnosed cancer pts

PI: Sadeghi
Coord: TBD
Accrual: 0/90

ALL-COMERS

Presenter Notes
Presentation Notes
UCI 24-28
*Within 120d of a new dx of any cancer of any stage
*Screen positive for financial hardship or HRSNs
*Initiated cancer tx (RT, chemo, biological)
*Must not have indolent cancer undergoing observation alone




https://www.dropbox.com/scl/fi/sbi1gdvlyuyk7qpb1sax6/UCI-22-37.pdf?rlkey=etnaiug757nla4xwo5mtk0kb2&dl=0
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