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UCI 24-05
Riluzole PO vs. Placebo PO

Perceived worsening of cognitive function
 *BREAST COHORT FULL*

PI: Chan
CRC: Randy Kang
Accrual: 19/39

Presenter Notes
Presentation Notes
UCI 24-05
Past exposure to chemotherapy, radiotherapy, surgery, and/or other breast cancer interventions.
Perception of worsening cognitive function since treatment/diagnosis.
Literacy in English, Chinese, Korean, Vietnamese, or Spanish, to complete questionnaires.
No brain tumors or brain metastases.
Not taking/planning to take medications/substances with potential drug-drug interactions: pixantrone, current smoker (defined as having smoked within the last month), abametapir, cannabis, capmatinib, lapatinib, methotrexate, and levoketoconazole.


https://www.dropbox.com/scl/fi/sqq89dgdzv98mic5tn4q9/UCI-24-05.pdf?rlkey=eevsa6qli10w58arqskjn7g7l&st=tx63mr63&dl=0
https://www.dropbox.com/scl/fi/sqq89dgdzv98mic5tn4q9/UCI-24-05.pdf?rlkey=eevsa6qli10w58arqskjn7g7l&st=tx63mr63&dl=0
https://www.dropbox.com/scl/fi/sqq89dgdzv98mic5tn4q9/UCI-24-05.pdf?rlkey=eevsa6qli10w58arqskjn7g7l&st=tx63mr63&dl=0
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SWOG S2206 (HER2-/low/equivocal)
Arm 1: SOC AC-T

Arm 2: SOC AC-T + Durvalumab (IgG1k mAb) 
MammaPrint Index Score MP2 required

PI: Parajuli
CRC: Madeleine Phan

Accrual: 3/10

HER2-HER2+

UCI 23-132 (ISPY2)
S1: HR+HER2-Immune-DRD-
S2: HR-HER2-Immune-DRD-

S3: HER2-Immune+
S4: HER2-Immune-DRD+
S5: HER2+HER2 or Basal

S6: HER2+ Luminal

PI: Lavasani
CRC: TBD

Accrual: 0/10

UCI 25-48
Riluzole PO vs. Placebo PO

Perceived worsening of cognitive function

PI: Chan
CRC: TBD

Accrual: 0/20

Presenter Notes
Presentation Notes
S2206
Clinical stage II-III. 
Multifocal disease or synchronous primary tumors are eligible, however, all tumors must be HR+ and HER2-.
MP2 status.
Participants must not have received any prior treatment for their current breast cancer, including chemotherapy, immunotherapy, biologic or hormonal therapy, and must be candidates for doxorubicin, paclitaxel, and durvalumab therapy.

UCI 23-132
TBD

UCI 25-48
Planned to receive an anthracycline- or platinum- containing chemotherapy regimen, with or without targeted therapies/immunotherapy/radiation.
Literacy in English, Chinese, Korean, Vietnamese, or Spanish, to complete questionnaires.
No brain tumors or brain metastases.
Not taking/planning to take medications/substances with potential drug-drug interactions: pixantrone, current smoker (defined as having smoked within the last month), abametapir, cannabis, capmatinib, lapatinib, methotrexate, and levoketoconazole.



https://www.dropbox.com/scl/fi/pd0gbbcw5ojfgpccwbxig/S2206.pdf?rlkey=9eh0wsf52kx9w554ab8zq0zuy&st=ky7jg2fl&dl=0
https://www.dropbox.com/scl/fi/pd0gbbcw5ojfgpccwbxig/S2206.pdf?rlkey=9eh0wsf52kx9w554ab8zq0zuy&st=ky7jg2fl&dl=0
https://www.dropbox.com/scl/fi/pd0gbbcw5ojfgpccwbxig/S2206.pdf?rlkey=9eh0wsf52kx9w554ab8zq0zuy&st=ky7jg2fl&dl=0
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NRG BR007 
Arm 1: RT + ET

Arm 2: ET
Oncotype-DX Recurrence Score  ≤ 

18 (unless T1a tumor) required

PI: Mehta
CRC: Stephany Ruiz

Accrual: 2/5

UCI 22-111 
Arm A: Imlunestrant PO (ER 

antagonist/degrader)
Arm B: Investigator‘s choice ET 

Tamoxifen or AI

PI: Parajuli
CRC: Madeleine Phan

Accrual: 7/15

HR+

NRG BR009 (OFSET)
Arm 1: Ovarian Function 
Suppression (OFS) + AI

Arm 2: Adj Chemo + OFS + AI
Oncotype-DX Recurrence Score  ≤ 

18 (unless T1a tumor) required
PI: Parajuli

CRC: Madeleine Phan
Accrual: 0/10

ER+

A012301 (LoTam)
Low Dose Tamoxifen Vs SOC endocrine 
therapy for Low risk (defined in notes)

PI: Parajuli
CRC: Juan Miranda

Accrual: 8/15

UCI 23-192 (WIDER) 
Ribociclib 400mg + SOC ET + 

Goserelin or Leuprolide
Exploratory cohort is same 

treatment

PI: Parajuli
CRC: Stephany Ruiz

Accrual: 0/5

UCI 24-116
Arm A: Elacestrant PO (SERD)

Arm B: Physician’s choice endocrine 
Tx

PI: Parajuli
CRC: Juan Miranda

Accrual: 0/5

Presenter Notes
Presentation Notes
UCI 22-111
≥N2 disease of 24-60 months of any adjuvant ET OR N0 or N1 disease and 36-60 months
No more than a 6-month consecutive gap in therapy during the course of prior adjuvant ET.
No patients who have completed or discontinued prior adjuvant ET >6 months prior to screening. 
No prior SERD.
No prior receipt of ET of any duration for breast cancer prevention (tamoxifen or AIs) or raloxifene. The use of raloxifene for any indication is not allowed.

NRG-BR007
Primary tumor must be pT1 (less than or equal to 2 cm), ipsilateral nodes must be pN0. (Patients with pathologic staging ofpN0(i+) or pN0(mol+) are NOT eligible).
Oncotype DX Recurrence Score of ≤ 18.
If patients with a T1a tumor (≤0.5 cm in size) do not have an Oncotype DX Recurrence Score, a tissue sample must be sent to the centralized laboratory 
No prior mastectomy.
The interval between the last surgery for breast cancer (including re-excision of margins) and pre-entry/Step 1 must be no more than 70 days.

NRG-BR009
Low risk (MP1 on Mammaprint)
Premenopausal
undergone axillary staging
Staging criteria
Primary tumor must be pT1-3. (If N0, must be T1c or higher.)
Ipsilateral nodes must be pN0 or pN1 (pN1mi, pN1a, pN1b, pN1c)
If Node-negative
Oncotype DX RS must be RS 21-25, or
Oncotype DX RS must be 16-20 and disease must be high clinical risk
If 1-3 nodes involved
Oncotype DX RS must be < 26
No IBC
No hx of ipsilateral or contralateral invasive breast cancer

UCI 23-192
Can have received ET (including tamoxifen or toremifene) but enrollment must be ≤36months with 3yrs remaining.
Recurrence must be ruled out if ET >12months
Anatomic Stage III, IIB, or IIA
IIA must be N1 or if N0, must be Grade 3 or if Grade 2, must be any of these: Ki ≥20%, OR Oncotype DX ≥26 (Recurrence score ≥21 if pre-menopausal), OR high risk Prosigna/PAM50 or MammaPrint or EndoPredict Epclin Risk Score
Exploratory Cohort Stage I
Stage T1c, N0/N1mi and is either Grade 3 or if Grade 2, must be any of these: Ki ≥20%, OR Oncotype DX ≥26 (Recurrence score ≥21 if pre-menopausal), OR high risk Prosigna/PAM50 or MammaPrint or EndoPredict Epclin Risk Score
ECOG 0-2
NO Clinically significant, uncontrolled heart disease and/or cardiac repolarization abnormality
Must agree to be totally sexually abstinent, female sterilization, vasectomized male partner, or have an intrauterine device (IUD).
Any other contraceptive methods are NOT allowed

A012301
Oncotype DX ≤ 25, OR Mamma Print low risk, OR Prosigna Risk of Recurrence ≤40 (Note: multiple assays must all be low risk)
Tumor size ≤3 cm by path, ER ≥10% of cells, negative margins on final path
Must be ≤ 20 weeks from surgery to date of registration
If radiated, must be must be ≤ 12 weeks from radiotherapy completion to date of registration
No clinical (cN1, cN2, cN3) or pathologic (pN1mi, pN1, pN2, or pN3) or pT4
No suspicious node or contralateral involvement unless biopsied
No synchronous or previous contralateral BC, history of ipsilateral invasive BC, or ipsilateral DCIS
No prior endocrine or chemo for current BC, BC prevention, or osteoporosis (raloxifene, tamoxifen, or selective estrogen receptor modulator)
endocrine therapy of ≤ 6 weeks duration is acceptable after core biopsy and before surgery, if genomic testing is assessed on the biopsy core and meets eligibility requirements for a lowrisk score.
No oral hormone replacement ≤ 7 days of registration

UCI 24-116
At least 24 months but not more than 60 months of any adjuvant ET (</= 6 consecutive gap in ET)
Participants considered at high risk of recurrence defined, at initial staging, as:
≥ 4 positive axillary lymph nodes or
1-3 positive axillary lymph nodes and
Histologic grade 3 disease or
Tumor size ≥ 5 cm.
No IBC
No past invasive BC, EXCEPT if ipsilateral DCIS treated by local regional tx alone ≥ 5yrs ago OR contralateral DCIS by local regional therapy at any time
No patients who have completed or discontinued prior adjuvant ET >6 months prior to screening. 
WOCBP must be administered a LHRH agonist

https://www.dropbox.com/scl/fi/pmyzu4gvgomxhfkrppvj6/NRG-BR007.pdf?rlkey=hvmcxn27h36jxl36wtne5w99v&st=mlequctq&dl=0
https://www.dropbox.com/scl/fi/lcc8dqkrzbg88e324lq1v/UCI-22-111.pdf?rlkey=9ai4kqm16yn7273gbphimqezk&st=xos3tbok&dl=0
https://www.dropbox.com/scl/fi/lcc8dqkrzbg88e324lq1v/UCI-22-111.pdf?rlkey=9ai4kqm16yn7273gbphimqezk&st=xos3tbok&dl=0
https://www.dropbox.com/scl/fi/lcc8dqkrzbg88e324lq1v/UCI-22-111.pdf?rlkey=9ai4kqm16yn7273gbphimqezk&st=xos3tbok&dl=0
https://www.dropbox.com/scl/fi/5kti5ios6jmibqvrlfnk1/NRG-BR009.pdf?rlkey=sur5pir9yg2uwioy06f1w5uzp&st=0h35srpg&dl=0
https://www.dropbox.com/scl/fi/w8hl1aod9er1cyljhwy48/A012301.pdf?rlkey=2l3outwiomq6p5f4hhwgqcvg6&st=852ozkyk&dl=0
https://www.dropbox.com/scl/fi/w8hl1aod9er1cyljhwy48/A012301.pdf?rlkey=2l3outwiomq6p5f4hhwgqcvg6&st=852ozkyk&dl=0
https://www.dropbox.com/scl/fi/w8hl1aod9er1cyljhwy48/A012301.pdf?rlkey=2l3outwiomq6p5f4hhwgqcvg6&st=852ozkyk&dl=0
https://www.dropbox.com/scl/fi/z85b259qgr42chfolblxj/UCI-24-116.pdf?rlkey=yumyyu2f4kw29i7ggsjobz8aj&st=jtfyfaem&dl=0
https://www.dropbox.com/scl/fi/z85b259qgr42chfolblxj/UCI-24-116.pdf?rlkey=yumyyu2f4kw29i7ggsjobz8aj&st=jtfyfaem&dl=0
https://www.dropbox.com/scl/fi/z85b259qgr42chfolblxj/UCI-24-116.pdf?rlkey=yumyyu2f4kw29i7ggsjobz8aj&st=jtfyfaem&dl=0
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HER2+ TNBC
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2L+

UCI 22-09 (TNBC, HR+/HER2-) 
XMT-1660 (ADC) – BC, EC, OC, ACC-I

Dose Esc, Backfill Cohort, Exp
SLOT RSVP REQ (HR+/TNBC COHORT TEMP CLOSED)

PI: Parajuli
CRC: Juan Miranda

Accrual: 7/10

UCI 25-28
DOT Approved, ATV-1601 monotherapy

No more than 1 line in this setting
Cohort A: AKT1E17K mutations

Cohort C: PIK3CA or PTEN LoF mutations
Cohort D: AKT1E17K mutations – combo w/ fulvestrant

PI: Lavasani
CRC: TBD

Accrual: 0/5

2L+

UCI 19-145 (HR+/HER2-)
CDK 4/6 inhibitor+ER Regulator+Aromatase Inhibitor

CRCs: Stephany Ruiz. Michael Rodriguez, Madeleine Phan
Accrual: 21/40

Presenter Notes
Presentation Notes
UCI 22-09
Recurrent or advanced solid tumor and has disease progression after treatment with available anti-cancer therapies.
HR+, HER2- inclusion:
DES and Backfill Cohorts: Participant has received at least 1 line of systemic therapy, which must have included a CDK4/6 inhibitor(s) and ET in an advanced or metastatic BC setting.
EXP: Participant must have received prior therapy with a CDK4/6 inhibitor(s) combined with ET in any setting
No prior treatment with another ADC containing an auristatin or maytansinoid payload.

UCI 25-28
TBD

https://www.dropbox.com/scl/fi/lddpa21ew5r0d9nafhzfx/UCI-22-09.pdf?rlkey=r5i2w71bptde8vp3zd6iz2p41&st=sguc2uj6&dl=0
https://www.dropbox.com/scl/fi/lddpa21ew5r0d9nafhzfx/UCI-22-09.pdf?rlkey=r5i2w71bptde8vp3zd6iz2p41&st=sguc2uj6&dl=0
https://www.dropbox.com/scl/fi/lddpa21ew5r0d9nafhzfx/UCI-22-09.pdf?rlkey=r5i2w71bptde8vp3zd6iz2p41&st=sguc2uj6&dl=0
https://www.dropbox.com/scl/fi/lddpa21ew5r0d9nafhzfx/UCI-22-09.pdf?rlkey=r5i2w71bptde8vp3zd6iz2p41&st=sguc2uj6&dl=0
https://www.dropbox.com/scl/fi/lddpa21ew5r0d9nafhzfx/UCI-22-09.pdf?rlkey=r5i2w71bptde8vp3zd6iz2p41&st=sguc2uj6&dl=0
https://www.dropbox.com/scl/fi/5ojv5uqeabmywgrft85ah/UCI-19-145.pdf?rlkey=df2zrn4x9x5ur5km7os0yxukk&dl=0
https://www.dropbox.com/scl/fi/5ojv5uqeabmywgrft85ah/UCI-19-145.pdf?rlkey=df2zrn4x9x5ur5km7os0yxukk&dl=0
https://www.dropbox.com/scl/fi/5ojv5uqeabmywgrft85ah/UCI-19-145.pdf?rlkey=df2zrn4x9x5ur5km7os0yxukk&dl=0
https://www.dropbox.com/scl/fi/5ojv5uqeabmywgrft85ah/UCI-19-145.pdf?rlkey=df2zrn4x9x5ur5km7os0yxukk&dl=0
https://www.dropbox.com/scl/fi/5ojv5uqeabmywgrft85ah/UCI-19-145.pdf?rlkey=df2zrn4x9x5ur5km7os0yxukk&dl=0
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2L+

UCI 24-49 (HER2+ IHC 2-3+, 
HER2 Amp ISH)

Dose Esc (Ph Ib): 
Cohort A: Zongertinib (BI 

1810631; HER2 inhibitor) + T-
DM1

Cohort B: BI 1810631 + T-DXd
Cohort K: 

Zongertinib+Trastuzumab

SLOT RSVP REQ (Dose Esc)

PI: Dayyani
CRC: Randy Kang

Accrual: 3/10

UCI 23-177 (HER2 Low IHC 1+, IHC 2+/ISH-)
Arm 1: DB-1303 (ADC)

Arm 2: Physician’s choice (capecitabine, paclitaxel, nab-
paclitaxel)

PI: Mehta
CRC: Randy Kang

Accrual: 2/5

UCI 23-109 (HER2 IHC ≥1+)
Cohort A: HER2-Low: Disitamab Vedotin (ADC) vs. DV + 

Tucatinib
Cohort B: HER2+: DV vs. DV + Tucatinib

SLOT RSVP REQ (Dose Esc)
PI: Dr. Dayyani

CRC: My Nguyen; Breast CRC TBD
Accrual: 2/10

UCI 25-81/UCI 21-81-03 (HER2+)
Locally adv or Mets HER2+ prior T-DXd relapsed in 6month

Physician Choice then either Cohort 1 or 2
Cohort 1: Evorpacept (ALX148)+Trastuzumab+Chemo

Cohort 2: Trastuzumab+Chemo

PI: Parajuli
CRC: TBD

Accrual: 0/5

Presenter Notes
Presentation Notes
UCI 24-49
HER2+ (IHC 3+ or IHC 2+ and evidence of HER2 amplification by ISH] mBC according to the result of local testing from the latest available biopsy.
PD after HER2-directed treatment for mBC:
Cohorts A/B/D/E: trastuzumab with pertuzumab and taxane
Cohorts A/D: T-DXd�Cohort K: Zongertinib+Trastuzumab
One prior line of therapy for cohorts G and K opened 5.20.25
No previous treatment with 
Small molecule HER2 inhibitors including, but not limited to, tucatinib, lapatinib, and neratinib in the advanced or metastatic setting. 12 months must have passed after use in the curative setting.
T-DXd (except in Cohorts A/D where previous treatment with T-DXd is allowed)
T-DM1 in Cohort D

UCI 23-177
HER2-low (IHC 1+ or IHC 2+/ISH-) determined by the central laboratory result from the most recently collected pre-randomization tumor sample.
HR+ from the most recent metastatic test result.
Disease progression from one of the following:
ET + CDK4/6 inhibitor within 6 months of starting first line treatment for metastatic disease and considered appropriate for chemotherapy as the next treatment by the investigator.
Min 2 previous lines of ET with or without a targeted therapy (such as CDK4/6, mTOR or PI3-K inhibitors) administered for the treatment of metastatic disease.
No prior chemotherapy for advanced or metastatic breast cancer. Previous chemotherapy in the neo-adjuvant or adjuvant setting are eligible if had a disease-free interval (defined as completion of systemic chemotherapy to diagnosis of advanced or metastatic disease) of >12 months.
No prior treatment with an ADC that comprised an exatecan derivative that is a topoisomerase I inhibitor.�
UCI 23-109
ESC
• Disease progression on or after standard of care therapies or be intolerant of standard of care therapies. 
• Cohort A
	• HER2-low status determined by most recent local assessment (IHC 1+ or IHC 2+/ISH-negative)
	• Max 3 prior systemic cytotoxic chemotherapy regimens (including ADCs) for LA/mBC 
	• Subjects with known BRCA mutation must have received a PARP-inhibitor 
	• Progression on or after, or intolerant to, T-DXd, sacituzumab govitecan, or other topoisomerase I inhibitor therapies, if available as local standard of care therapy 
	• Subjects with HR+ tumors must have endocrine therapy refractory disease 
	• Subjects with HR-, HER2-low and PD-L1-positive (CPS 10 or greater) tumors must have received pembrolizumab with chemotherapy if available as local standard of care therapy 
• Cohort B
	• HER2+ status determined by most recent local assessment (IHC 3+ or IHC 2+/ISH+) 
	• Must have had received prior trastuzumab, pertuzumab and a taxane if available as local standard of care therapy 
	• Progression on or after, or intolerant to, T-DXd or other topoisomerase I inhibitor therapies 
	• Max 3 prior systemic cytotoxic chemotherapy regimens (including ADCs) for LA/mBC 

UCI 25-81 (Master)/UCI 25-81-03 (Substudy)
DOT Approved
Locally adv or Mets HER2+ prior T-DXd relapsed in 6month


https://www.dropbox.com/scl/fi/74la6337hfxc6u3gka5pw/UCI-24-49.pdf?rlkey=ik1gj0l66svs6orkufpf306np&st=08t4f6s3&dl=0
https://www.dropbox.com/scl/fi/74la6337hfxc6u3gka5pw/UCI-24-49.pdf?rlkey=ik1gj0l66svs6orkufpf306np&st=08t4f6s3&dl=0
https://www.dropbox.com/scl/fi/74la6337hfxc6u3gka5pw/UCI-24-49.pdf?rlkey=ik1gj0l66svs6orkufpf306np&st=08t4f6s3&dl=0
https://www.dropbox.com/scl/fi/74la6337hfxc6u3gka5pw/UCI-24-49.pdf?rlkey=ik1gj0l66svs6orkufpf306np&st=08t4f6s3&dl=0
https://www.dropbox.com/scl/fi/74la6337hfxc6u3gka5pw/UCI-24-49.pdf?rlkey=ik1gj0l66svs6orkufpf306np&st=08t4f6s3&dl=0
https://www.dropbox.com/scl/fi/74la6337hfxc6u3gka5pw/UCI-24-49.pdf?rlkey=ik1gj0l66svs6orkufpf306np&st=08t4f6s3&dl=0
https://www.dropbox.com/scl/fi/ul1wgl0r6bcmdyy9up58y/UCI-23-177.pdf?rlkey=p4wpzfgzu71s9rixpp6d4o0w7&st=q99ulsfe&dl=0
https://www.dropbox.com/scl/fi/ul1wgl0r6bcmdyy9up58y/UCI-23-177.pdf?rlkey=p4wpzfgzu71s9rixpp6d4o0w7&st=q99ulsfe&dl=0
https://www.dropbox.com/scl/fi/ul1wgl0r6bcmdyy9up58y/UCI-23-177.pdf?rlkey=p4wpzfgzu71s9rixpp6d4o0w7&st=q99ulsfe&dl=0
https://www.dropbox.com/scl/fi/ul1wgl0r6bcmdyy9up58y/UCI-23-177.pdf?rlkey=p4wpzfgzu71s9rixpp6d4o0w7&st=q99ulsfe&dl=0
https://www.dropbox.com/scl/fi/ul1wgl0r6bcmdyy9up58y/UCI-23-177.pdf?rlkey=p4wpzfgzu71s9rixpp6d4o0w7&st=q99ulsfe&dl=0
https://www.dropbox.com/scl/fi/9tmb1boomvw8l5jxv41nq/UCI-23-109-Eligibility-Schema.pdf?rlkey=3gczw5b01ed6xa9pqtxxx6fbh&st=jgcd2yl3&dl=0
https://www.dropbox.com/scl/fi/9tmb1boomvw8l5jxv41nq/UCI-23-109-Eligibility-Schema.pdf?rlkey=3gczw5b01ed6xa9pqtxxx6fbh&st=jgcd2yl3&dl=0
https://www.dropbox.com/scl/fi/9tmb1boomvw8l5jxv41nq/UCI-23-109-Eligibility-Schema.pdf?rlkey=3gczw5b01ed6xa9pqtxxx6fbh&st=jgcd2yl3&dl=0
https://www.dropbox.com/scl/fi/9tmb1boomvw8l5jxv41nq/UCI-23-109-Eligibility-Schema.pdf?rlkey=3gczw5b01ed6xa9pqtxxx6fbh&st=jgcd2yl3&dl=0


Open to Accrual Low Accruing Pending Activation/Suspended

M
et

as
ta

tic
: T

N
BC

October 2025 8

METASTATIC: 1L+

ETCTN 10546
ASTX727 (Cytidine deaminase (CDA) inhibitor + 

nucleoside hypomethylating agent (HMA)) + Paclitaxel + 
Pembrolizumab

DL-2 now open for TNBC
SLOT RSVP REQ

PI: Parajuli
CRC: Randy Kang

Accrual: 1/5

UCI 22-09 (TNBC, HR+/HER2-)
XMT-1660 (ADC) – BC, EC, OC, ACC-I

Dose Esc, Backfill Cohort, Exp
SLOT RSVP REQ (HR+/TNBC COHORT TEMP CLOSED)

PI: Parajuli
CRC: Juan Miranda

Accrual: 6/10

UCI 24-08
SPEDOX-6 IV

SLOT RSVP REQ

PI: Chow
CRC: Erin Torrison; Breast CRC TBD

Accrual: 3/67

UCI 24-195
PF-08046054 (an ADC) monotherapy

Dose ESC (Part A) or Schedule Optimization (Part B): 
PD-L1 expression ≥1 TPS, CPS, or % IC 

Signal-seeking cohort: ADC monotherapy 
Biology cohort: ADC monotherapy 

PI: Nagasaka
CRC: TBD

Accrual: 0/6

Presenter Notes
Presentation Notes
UCI 22-09
Recurrent or advanced solid tumor and has disease progression after treatment with available anti-cancer therapies.

TNBC inclusion:
DES and Backfill Cohorts: Participant has received at least 2 lines of systemic therapy in a locally advanced or metastatic BC setting.
EXP: Participant has received 1 to 3 prior lines of chemotherapy in a locally advanced or metastatic BC setting.
No prior treatment with another ADC containing an auristatin or maytansinoid payload.

ETCTN 10546
Treated brain metastases are eligible if there is evidence of measurable extracranial disease, and if follow-up brain imaging 4 weeks after central nervous system (CNS)-direct therapy shows no evidence of progression.
0-3 prior lines in the metastatic setting. Prior PD-1/PD-L1 is ok.
No diagnosis of immunodeficiency and no receipt of systemic steroid therapy.
No known additional malignancy that is progressing or requires active treatment.
No history of grade 3-4 immediate hypersensitivity reaction to paclitaxel or other drugs formulated in polyoxyl 35 castor oil
No ILD, history of tuberculosis, history of non-infectious pneumonitis that required steroids

UCI 24-08
Subjects should have received available therapy with an overall survival benefit unless they have contraindication to such therapy or decline to receive it..
Tumor types expected to express lower levels of FcRn relative to normal tissue, including TNBC, without the requirement for testing FcRn level.
Measurable disease via RECIST v1.1.
No patients with cancers with known driver mutations for which there are known and effective targeted therapies.
No prior exposure to an anthracycline.

UCI 24-195
Histologically- or cytologically-confirmed metastatic TNBC.
Disease that is relapsed or refractory, that has progressed on approved therapies, be intolerant to or refused such therapies, or such therapies are contraindicated and in the judgment of the investigator, should have no appropriate SoC therapeutic option
Participants who do not have tumor genomic alterations for which there are approved targeted agents must have received anti-PD-1 or anti-PD-L1 therapy, if available, and a platinum-based chemotherapy doublet regimen, either concurrently or sequentially, and progressed on those regimens unless the treatment is contraindicated or the participant experienced intolerance due to toxicity.
No prior treatment with an anti-PD-L1 agent (where indicated per protocol) within less than 5 half-lives
No focal radiotherapy or major surgery that is not completed 2 weeks prior to the first dose of PF-08046054.\


https://www.dropbox.com/scl/fi/dnd57xtq5vcicc584rpdo/ETCTN-10546.pdf?rlkey=2muqaa4fsx3s4at09l60oxhm0&st=nty5hk3b&dl=0
https://www.dropbox.com/scl/fi/lddpa21ew5r0d9nafhzfx/UCI-22-09.pdf?rlkey=r5i2w71bptde8vp3zd6iz2p41&st=n2366565&dl=0
https://www.dropbox.com/scl/fi/lddpa21ew5r0d9nafhzfx/UCI-22-09.pdf?rlkey=r5i2w71bptde8vp3zd6iz2p41&st=n2366565&dl=0
https://www.dropbox.com/scl/fi/lddpa21ew5r0d9nafhzfx/UCI-22-09.pdf?rlkey=r5i2w71bptde8vp3zd6iz2p41&st=n2366565&dl=0
https://www.dropbox.com/scl/fi/lddpa21ew5r0d9nafhzfx/UCI-22-09.pdf?rlkey=r5i2w71bptde8vp3zd6iz2p41&st=n2366565&dl=0
https://www.dropbox.com/scl/fi/lddpa21ew5r0d9nafhzfx/UCI-22-09.pdf?rlkey=r5i2w71bptde8vp3zd6iz2p41&st=n2366565&dl=0
https://www.dropbox.com/scl/fi/kc9xf39n0o28ba8go3xoq/UCI-24-08.pdf?rlkey=ke4601y1z6bba6al7ps58tt62&st=h4byuiaq&dl=0
https://www.dropbox.com/scl/fi/kc9xf39n0o28ba8go3xoq/UCI-24-08.pdf?rlkey=ke4601y1z6bba6al7ps58tt62&st=h4byuiaq&dl=0
https://www.dropbox.com/scl/fi/kc9xf39n0o28ba8go3xoq/UCI-24-08.pdf?rlkey=ke4601y1z6bba6al7ps58tt62&st=h4byuiaq&dl=0
https://www.dropbox.com/scl/fi/lcc8dqkrzbg88e324lq1v/UCI-22-111.pdf?rlkey=9ai4kqm16yn7273gbphimqezk&st=xos3tbok&dl=0
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METASTATIC: 1L+

UCI 25-09
BL-B01D1 (BMS-986507) vs SOC 

Not candidates for anti-PD1/PD-L1 chemo combo

PI: Parajuli
CRC: TBD

Accrual: 0/6

Presenter Notes
Presentation Notes
UCI 25-09
DOT approved
A Randomized, open-label, phase 3 study of BL-B01D1 (BMS-986507) versus treatment of physician's choice in patients with previously untreated, locally advanced, recurrent inoperable or metastatic Triple-Negative Breast Cancer (TNBC) who are not candidates for approved anti-PD1/PD-L1 with chemotherapy combination 
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UCI 24-142
Phase 1 Dose Esc

Group A: VET3-TGI monotherapy by ITu injection
Group C: VET3-TGI monotherapy by IV infusion

Group B: VET3-TGI by ITu injection, Group D: VET3-TGI IV 
infusion combo with pembrolizumab

SLOT RSVP REQ

PI: Uchio
CRC: TBD

Accrual: 0/4

UCI 25-52
PC14586 drug for Locally Advanced or Metastatic Solid 

Tumors with TP53 Y220C mutation (PYNNACLE)
  SLOT RSVP REQ

CRC: Keagan Buttigieg; Breast CRC TBD

PI: Arter
Accrual: 0/5

UCI 24-197
TNG456 Monotherapy or Combined w/Abemaciclib in 

solid tumors with MTAP Loss  
SLOT RSVP REQ

CRC: TBD

PI: Park
Accrual: 0/5

Presenter Notes
Presentation Notes
UCI 25-52
received prior standard therapy appropriate for their tumor type and stage of disease and radiographically progressed after most recent line of therapy, OR are ineligible for appropriate SoC therapy by the investigator
No brain mets. EXCEPT: if neurologically stable and do not require steroids to treat associated neurological symptoms

UCI 24-197
On stable corticosteroids (14 days) to manage CNS disease
No CDK4/6 inhibitor EXCEPT on dose-expansion; prior CDK4/6 inhibitor use is allowed in dose escalation and for patients assigned to TNG456 monotherapy
No impaired GI function or disease that may significantly alter the absorption
No prior treatment with a PRMT5 inhibitor or a MAT2A inhibitor

UCI 24-142
Ph 1 DOSE ESC
Locally adv/unresectable/metastatic solid tumor of such as breast carcinoma:
Failed, refused, or intolerant OSC curative tx with at least 2 lines of chemo; no more than 5 lines without approval.
No prior treatment with any vaccinia-based therapy
No antiplatelet or anticoagulant therapy
No tumor(s) invading a major vascular structure (e.g., carotid artery) or other key anatomical structure (e.g., pulmonary airway), or tumor adjacent to vital neurovascular structures or at risk for airway compromise

https://www.dropbox.com/scl/fi/0w0c5yzzddl1opfu5by1c/UCI-24-142.pdf?rlkey=ldz2u56wkhrwyodj9vyyz9w0b&st=fjc86m1w&dl=0
https://www.dropbox.com/scl/fi/0w0c5yzzddl1opfu5by1c/UCI-24-142.pdf?rlkey=ldz2u56wkhrwyodj9vyyz9w0b&st=fjc86m1w&dl=0
https://www.dropbox.com/scl/fi/0w0c5yzzddl1opfu5by1c/UCI-24-142.pdf?rlkey=ldz2u56wkhrwyodj9vyyz9w0b&st=fjc86m1w&dl=0
https://www.dropbox.com/scl/fi/rtfc8v7nxnx7vnxkq9fr3/UCI-25-52.pdf?rlkey=i6fekgsuvu8hyvtpexy3ocd6c&st=nbauqjc1&dl=0
https://www.dropbox.com/scl/fi/rtfc8v7nxnx7vnxkq9fr3/UCI-25-52.pdf?rlkey=i6fekgsuvu8hyvtpexy3ocd6c&st=nbauqjc1&dl=0
https://www.dropbox.com/scl/fi/rtfc8v7nxnx7vnxkq9fr3/UCI-25-52.pdf?rlkey=i6fekgsuvu8hyvtpexy3ocd6c&st=nbauqjc1&dl=0
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UCI 22-26
CB-03-10 (PO; AR and GR antagonist)

Part 1 (esc): adv/met solid tumor
Part 2 (exp): adv/met solid tumor or relapsed/refractory 

TNBC
SLOT RSVP REQ

HPB/Panc CRC: Miranda Duron
Breast CRC: TBD

PI: Dayyani
Accrual: 11/12

UCI 25-75
CRN09682 IV (an MMAE) for SST2-expressing solid tumors

CRC: TBD

PI: Dayyani
Accrual: 0/15

Presenter Notes
Presentation Notes
UCI-22-26
Part 1 (Dose Escalation): 
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.
Part 2 (Dose Expansion): 
Relapsed or refractory advanced or metastatic solid tumor (specific tumor types to be determined at the conclusion of Part 1) but will likely include relapsed/refractory TNBC not amenable to standard of care therapy with reasonable likelihood of significant clinical benefit.
Measurable disease per RECIST v1.1.
No known brain metastases, spinal cord compression, carcinomatous meningitis or leptomeningeal disease unless appropriately treated and neurologically stable for >/= 4 weeks.
No warfarin at doses greater than 1 mg/day or equivalent doses of other coumarin derivatives.

UCI 25-75
If of child-bearing potential, must agree to specific contraceptive methods (barrier methods, withdrawal, periodic abstinence not acceptable)
Tumors expressing SST2 confirmed by SSR imaging with IV contrast.
Grade 1 or 2 tumors, all measurable lesions uptake ≥ liver uptake
Grade 3 tumors, largest measurable lesion uptake ≥ liver uptake
No long-acting Somatostatin analogs (SSAs) that can’t be interrupted for 6weeks (short-acting OK up to 24hrs before dose)
No anticancer therapies with intervals: PRRT ≤6months, Chemotherapy ≤4weeks, SSA ≤4wks, antibodies ≤4wks, liver-directed therapy (ie debulking surgery) ≤3 months
No progression ≤6 months of PRRT completion
No surgery, chemoembolization, or radiofrequency ablation ≤90days of dosing
No brain mets unless asymptomatic and stable ≥3 months
No carcinomatous meningitis,  carcinoid syndrome, or history of leptomeningeal disease or spinal cord compression
No sig heart disease and uncontrolled diabetes mellitus as defined by hemoglobin A1c ≥8%
No Grade >1 peripheral neuropathy.
No prior tx with MMAE
No hx of anaphylactic reaction to octreotide or other SSAscytochrome P450 2D6
No use of moderate inhibitors or inducers of cytochrome P450 3A and/or P-gp, cytochrome P450 2D6, bile salt export protein (BSEP), multidrug resistance-associated protein (MRP) 2, MRP3, and/or P-glycoprotein (P-gp) within14 days or 5 half-lives



https://www.dropbox.com/scl/fi/kx6gbt16qs0smu1ujkgkp/UCI-22-26.pdf?rlkey=all21mje63lwejoyvzjzgrsls&dl=0
https://www.dropbox.com/scl/fi/kx6gbt16qs0smu1ujkgkp/UCI-22-26.pdf?rlkey=all21mje63lwejoyvzjzgrsls&dl=0
https://www.dropbox.com/scl/fi/kx6gbt16qs0smu1ujkgkp/UCI-22-26.pdf?rlkey=all21mje63lwejoyvzjzgrsls&dl=0
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Other/LTFU

UCI 25-43 
Type 1 Hybrid Effectiveness of a Patient-Reported 

Outcomes

PI: Chan
CRC: TBD

Accrual: 0/5

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

Metastases
SLOT RSVP REQ

PI: Harris
CRC: Natalie Arechiga; Breast CRC TBD

Accrual: 1/10

ALL

Presenter Notes
Presentation Notes
UCI 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

https://www.dropbox.com/scl/fi/hs80bfbf3rf4tdp80oa86/NRG-CC014-Eligibility-Checklist-v022825-Schema.pdf?rlkey=wquemqrxs4l9n715dil5en1x5&st=bkmagf4i&dl=0
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UCI 18-136
6 slots for Cohort 1/neo-adjuvant and 13 slots for Cohort 

2/adjuvant
PI: Parajuli

CRC: Caylee Carlton
Accrual: 76/100

UCI 17-05 (BRCA1 -/-, +/+)

PI: Parajuli
CRC: Billy Joel Sanchez

Accrual: 49/75

SUPPORTIVE CAREBASIC SCIENCE

UCI 24-64
High fiber diet as therapy response and reduce recurrence

PI: Whiteson
CRC: TBD

Accrual: 0/60

Alliance A232403 
DOT Approved

Financial Hardship study
PI: Lavasani

CRC: TBD
Accrual: 0/5

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

Anticancer Therapy
PI: Sadigh
CRC: TBD

Accrual: 8/30

UCI 25-115
Couples Intervention for Young Adult Cancer Survivors: A 

Pilot Study
PI: Hoyt

CRC: TBD
Accrual: 0/5

Presenter Notes
Presentation Notes
UCI 18-136
Stage I, Stage II, Stage III and Stage IV breast cancer.
Hormone Receptor +, Her-2 receptor positive, triple 25positive or triple negative breast cancer will be included.
No other active cancers excluding cured skin and in situ cervical cancer .
Once we fill cohort 2, we will start to find healthy patients to match in age of the 5-year interval requirement

UCI 17-05
Patients with or without cancer who undergo prophylactic mastectomy, reduction mammoplasty or lumpectomy.
Breast Cancer patients (stage I-IV) irrespective of the Hormonal or Her-2 receptor and BRCA status who will undergo breast or axillary node biopsy, definite surgery or prophylactic surgery (study group).
Non-Breast Cancer patients who will undergo prophylactic surgery for risk reduction or undergo reduction mammoplasty surgery (control group).
No diagnosis with carcinoma different from breast origin that is not considered as primary breast cancer type.

UCI 24-64
Invasive breast cancer diagnosis and treatment.
Treatment complete >= 12 months ago, ending April 2023.
No diagnosed digestive, intestinal, or other condition that contraindicates consuming a high-fiber diet.

A242303
To study financial hardship screening definitively and address the critical gap in management of financial hardship among patients treated for advanced cancer

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 

https://www.dropbox.com/scl/fi/d8zg8wd2q5hdtasrq9zpl/UCI-18-136.pdf?rlkey=yptdy3qp0et1gepzdtvoje4w1&st=crwqjjra&dl=0
https://www.dropbox.com/scl/fi/d8zg8wd2q5hdtasrq9zpl/UCI-18-136.pdf?rlkey=yptdy3qp0et1gepzdtvoje4w1&st=crwqjjra&dl=0
https://www.dropbox.com/scl/fi/d8zg8wd2q5hdtasrq9zpl/UCI-18-136.pdf?rlkey=yptdy3qp0et1gepzdtvoje4w1&st=crwqjjra&dl=0
https://www.dropbox.com/scl/fi/c9r5gb7xm22dh90rsbjuh/UCI-17-05.pdf?rlkey=1e4ebs2k81o4ukcad3k6yb8qn&st=yxk0pc81&dl=0
https://www.dropbox.com/scl/fi/c9r5gb7xm22dh90rsbjuh/UCI-17-05.pdf?rlkey=1e4ebs2k81o4ukcad3k6yb8qn&st=yxk0pc81&dl=0
https://www.dropbox.com/scl/fi/c9r5gb7xm22dh90rsbjuh/UCI-17-05.pdf?rlkey=1e4ebs2k81o4ukcad3k6yb8qn&st=yxk0pc81&dl=0
https://www.dropbox.com/scl/fi/c9r5gb7xm22dh90rsbjuh/UCI-17-05.pdf?rlkey=1e4ebs2k81o4ukcad3k6yb8qn&st=yxk0pc81&dl=0
https://www.dropbox.com/scl/fi/c9r5gb7xm22dh90rsbjuh/UCI-17-05.pdf?rlkey=1e4ebs2k81o4ukcad3k6yb8qn&st=yxk0pc81&dl=0
https://www.dropbox.com/scl/fi/c9r5gb7xm22dh90rsbjuh/UCI-17-05.pdf?rlkey=1e4ebs2k81o4ukcad3k6yb8qn&st=yxk0pc81&dl=0
https://www.dropbox.com/scl/fi/c9r5gb7xm22dh90rsbjuh/UCI-17-05.pdf?rlkey=1e4ebs2k81o4ukcad3k6yb8qn&st=yxk0pc81&dl=0
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HEALTH SERVICES RESEARCH

UCI 25-25

PI: Eakin
CRC: TBD

Accrual: 0/150

Presenter Notes
Presentation Notes
UCI 24-28
English or Spanish-speaking patients.
Within 120 days of a new diagnosis of any cancer of any stage.
Initiated cancer treatment (radiation, chemo, or biologic therapy). 
Screen positive for financial hardship or HRSNs.

UCI 25-25
Assessing Cancer Survivorship Needs for Female Cancer Patients Diagnosed with Breast, Colorectal, or Gynecologic Malignancies
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