
www.cancer.uci.edu

Breast
Disease-Oriented Team 

Clinical Research Treatment Trial Flowchart



Open to Accrual Low Accruing Pending Activation/Suspended

BR
EA

ST
 –

N
EO

/A
DJ

U
VA

N
T

January 2024 2

NEOADJUVANT ADJUVANT

UCI 21-185 (HER2+)
HER2-targeting antibody drug conjugate

Coord: Juan Miranda
Accrual: 4/5

A011801 (HER2+)
Antibody drug conjugate +

kinase inhibitor
Coord: Stephany Ruiz

Accrual: 2/5

UCI 22-141 (TNBC)
PDL-1 inhibitor

Coord: Stephany Ruiz
Accrual: 0/5

NRG-BR007 (ER+/PR+/HER2-)
Radiation therapy + Endocrine therapy

Coord: Juan Miranda/Stephany Ruiz
Accrual: 1/5

UCI 22-111 (ER+/HER2-)
Endocrine deprivation
Coord: Stephany Ruiz

Accrual: 0/5

NRG-BR008 (HER2+)
Radiotherapy optimization

Coord: Stephany Ruiz
Accrual: 0/5

Presenter Notes
Presentation Notes
NEOADJUVANTUCI-21-185Inclusion: Locally assessed HER2-positive (IHC 3+ or ISH+)T0-4 (inclusive of inflammatory breast cancer), N1-3, M0 or ≥ T3, N0, M0Exclusion: Prior history of invasive breast cancerHistory of DCIS, except for participants treated with mastectomy only > 5 years prior to current diagnosis.Any primary malignancy within 3 years, except adequately resected non-melanoma skin cancer, or curatively treated in situ disease.ADJUVANTNRG-BR008Inclusion: Female and male patients who have undergone breast conserving surgery and completed a minimum of 4 cycles (12 weeks) of neoadjuvant or adjuvant chemotherapy in combination with HER2-targeted therapy.In patients assigned to radiation therapy, treatment should start ≤ 12 weeks from surgery on the Neoadjuvant cohort and ≤ 8 weeks from the completion of chemotherapy on the Adjuvant cohort.Adjuvant cohort: Primary tumor must be less than or equal to 2 cm and ipsilateral nodes must be pN0Adjuvant therapy must have consisted of a minimum of 4 cycles (12 weeks) of chemotherapy in combination with HER2-targeted therapy.Neoadjuvant cohort: Primary tumor must be less than or equal to 3 cm by imaging studies, with negative axillary nodes (cN0) based on axillary U/S, CT, PET or MRINeoadjuvant therapy must have consisted of a minimum of 4 cycles (12 weeks) of chemotherapy in combination with HER2-targeted therapy.Exclusion: Pathologically positive axillary nodes at any time including of pN0(i+) or pN0(mol+) ypN0(i+) or ypN0(mol+) diseaseA011801Inclusion: Patients must have received neoadjuvant chemotherapy with one of the following regimens: THP, TMP, AC-TH(P); TCH(P); FAC-TH(P), or FEC-TH(P)Prior treatment must have consisted of ≥ 6 cycles of chemotherapy and HER2-directed therapy, with a total duration of ≥ 12 weeks, including at least 9 weeks of preoperative taxane and trastuzumab with or without pertuzumabPatients with clinical stage T1-4, N0-3 disease at presentation and residual invasive disease postoperatively as defined above are eligible. (Note: Patients with T1a/bN0 tumors at initial breast cancer diagnosis are not eligible).Patients may have received ≤ 1 cycle of T-DM1 in the adjuvant settingExclusion: Prior receipt of T-DM1 in the neoadjuvant setting is not allowedNo adjuvant treatment with any anti-cancer investigational drug within 28 days prior to registration.UCI 22-141Inclusion: Histologically confirmed invasive TNBC.Residual invasive disease in the breast and/or axillary lymph node(s) at surgical resection following neoadjuvant therapy.Completed at least 6 cycles of neoadjuvant therapy containing an anthracycline and/or a taxane with or without carboplatin, with or without pembrolizumab.Exclusion:History of prior invasive breast cancer, or evidence of recurrent disease following preoperative therapy and surgeryPrior exposure to a PD-1/PD-L1 inhibitor other than pembrolizumab.NRG-BR007Inclusion: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 ≤ 18Exclusion:Patient had a mastectomyCCTG-MA39Inclusion:Patients must be women with newly diagnosed histologically proven invasive carcinoma of the breast with no evidence of metastasesPatients must have been treated by BCS or mastectomyPatients must be ER ≥ 1% and HER2 negative on local testingPatients must have an Oncotype DX recurrence score ≤ 25Exclusion:Patients with pT3N1 and pT4 diseasePatients treated with chemo or endocrine therapy administered in the neoadjuvant setting for breast cancer. Endocrine therapy exposure 12 weeks or less prior to surgery is permitted.UCI 22-111Inclusion:Have a diagnosis of ER+, HER2- early-stage, resected, invasive breast cancer without evidence of distant metastasisPatients must have received at least 24 months but not more than 60 months of any adjuvant ET, from time of adjuvant ET initiation to signing of ICFExclusion:Patients with more than a 6-month consecutive gap in therapy during the course of prior adjuvant ET.Patients who have completed or discontinued prior adjuvant ET >6 months prior to screening. Patients who have been treated with any SERD.The patient has previously received ET of any duration for breast cancer prevention (tamoxifen or AIs) or raloxifene. The use of raloxifene for any indication is not allowed.

https://www.dropbox.com/scl/fi/3u38z5mo57lu0jlhv4neq/UCI-21-185.pdf?rlkey=krij24w6d6n3u4jzpory8jna8&dl=0
https://www.dropbox.com/scl/fi/eis5z8054oe2rbjvln6qf/A011801.pdf?rlkey=jqj7w96mhne7dgjjm01n7sarc&dl=0
https://www.dropbox.com/scl/fi/2n91y2o31s0puq96wv79q/UCI-22-141.pdf?rlkey=s1okbrg5wvcil2dnvohnjo3b2&dl=0
https://www.dropbox.com/scl/fi/m9ay7km2r3aj23h4jw6nv/NRG-BR007.pdf?rlkey=srzb7aqx157m99qrdzc0e29cx&dl=0
https://www.dropbox.com/scl/fi/fainkha73faoea82pgat4/UCI-22-111.pdf?rlkey=bc158k5jypvjjwmilcxapcr2u&dl=0
https://www.dropbox.com/scl/fi/s4n6vqh9w2evv2kurg4nq/NRG-BR008.pdf?rlkey=v0j1ecemul224b90jd0j4k89v&dl=0
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1L METASTATIC 2L METASTATIC 3L METASTATIC

UCI 22-114 (ER+/HER2-)
Proteasome-mediated degradation

Coord: Alexis Chavez
Accrual: 3/5

ETCTN 10546 (TNBC)
Cytidine deaminase (CDA) inhibitor + nucleoside hypomethylating agent (HMA)

Coord: Alexis Chavez
Accrual: 1/5

UCI 22-222 (HR+/HER2-)
PI3K inhibitor

Coord: Stephany Ruiz
Accrual: 0/4

UCI 22-139 (HR+/HER2-)
PI3K/mTOR inhibitor
Coord: Alexis Chavez

Accrual: 2/5

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

Inhibitor
Coord: Stephany Ruiz

Accrual: 9/20

UCI 21-212 (TNBC)
Antibody drug conjugate

Coord: Juan Miranda
Accrual: 0/3

Presenter Notes
Presentation Notes
METASTATICETCTN 10546Inclusion:Patients must have histologically confirmed TNBCPatients with 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.Any number of prior lines in the metastatic setting.Exclusion:Has a diagnosis of immunodeficiency or is receiving systemic steroid therapyHas a known additional malignancy that is progressing or requires active treatment.UCI 19-145Inclusion:Patients must have a diagnosis of HR+ breast cancer.Patients must have newly diagnosed metastatic regional breast cancer or local-regional advanced or recurrent cancer not amenable to curative treatmentExclusion:Patients with HER2 positive and triple negative breast cancer.Patients who have had chemotherapy or radiotherapy within 12 months prior to entering the study.Prior treatment with FulvestrantUCI 21-212Inclusion:Patients with locally advanced inoperable or metastatic TNBC who have not received previous systemic therapy for advanced disease and whose tumors are PD-L1 positivePatients must have completed treatment for Stage I to III breast cancer, if indicated, and ≥ 6 months must have elapsed between completion of treatment with curative intentExclusion:Have previously received topoisomerase 1 inhibitors or antibody drug conjugates containing a topoisomerase inhibitor.Has received prior radiotherapy within 2 weeks of start of study intervention.UCI 22-139Inclusion:Confirmed diagnosis of estrogen receptor positive and/or progesterone receptor positiveDocumented HER2 immunohistochemistry (IHC) negativeProgressed during or after CDK4/6 inhibitor combination treatment with non-steroidal aromatase inhibitor (AI)Exclusion:Prior treatment with a phosphoinositide 3 kinase (PI3K) inhibitor, a protein kinase B (Akt) inhibitor, or a mechanistic target of rapamycin (mTOR) inhibitorMore than 2 lines of prior endocrine therapy treatmentPrior treatment with chemotherapy and antibody drug conjugates (e.g., Enhertu®) for advanced disease is not permitted (prior adjuvant or neoadjuvant chemotherapy is permitted).UCI 22-222Inclusion:Documented HR + tumorDocumented HER2 −Disease progression after or during treatment with a combination of CDK4/6i and ET (no more than two prior lines of systemic therapy in the locally advanced (recurrent or progressed) or metastatic setting)Exclusion:Prior treatment in locally advanced or metastatic setting with any PI3K, AKT, or mTOR inhibitorChemotherapy, radiotherapy, or any other anti-cancer therapy within 2 weeks before randomizationUCI 22-114Inclusion:Documented ER+, HER2-Prior ET in combination with CDK4/6iExclusion:Prior treatment with another oral SERDProgression on no more than 2 prior lines of systemic ET in the locally advanced unresectable or metastatic breast cancer settingPrior chemotherapy for locally advanced unresectable or metastatic disease

https://www.dropbox.com/scl/fi/ig7vtng7hjx6i9imxgkss/UCI-22-114.pdf?rlkey=g8gg5432t3t9pa1rlm7t5iev2&dl=0
https://www.dropbox.com/scl/fi/vpk8trkz69flhedmpyak2/ETCTN-10546.pdf?rlkey=13008zsjnl7v6fobyph1jx8sm&dl=0
https://www.dropbox.com/scl/fi/fpyinyehrjhtxv72xj7un/UCI-22-222.pdf?rlkey=63db5p94xslxyrv8dqamqea7r&dl=0
https://www.dropbox.com/scl/fi/pxtck10gjse55d954mndu/UCI-22-139.pdf?rlkey=38mhp0dfy7nrdr3ugbjjyz6nx&dl=0
https://www.dropbox.com/scl/fi/5ojv5uqeabmywgrft85ah/UCI-19-145.pdf?rlkey=df2zrn4x9x5ur5km7os0yxukk&dl=0
https://www.dropbox.com/scl/fi/9trtmy6tsjt3xrcbgc8ox/UCI-21-212.pdf?rlkey=jd7pyfzvggqa1eiewqoi15c8b&dl=0
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2L METASTATIC 3L METASTATIC1L METASTATIC

UCI 22-09 (TNBC, HR+/HER2-)
Antibody drug conjugate

Coord: Juan Miranda
Accrual: 2/5

ETCTN 10302 (TNBC, HR+/HER2-)
Bone-targeted alpha particle
emitting radiopharmaceutical

Coord: Alexis Chavez
Accrual: 5/10

S2007 (HER2-)
Antibody drug conjugate

Coord: Alexis Chavez
Accrual: 1/5

UCI 21-57 (HER2+, HER2 LOW)
IgG1-like antibody + CD47 inhibitor

Coord: Alexis Chavez
Accrual: 4/5

UCI 21-82 (TNBC, ER+/HER2-)
XBP1-splicing inhibitor
Coord: Karla Kaminski

Accrual: 1/5

Presenter Notes
Presentation Notes
METASTATICUCI 22-09Inclusion:Proven recurrent or advanced solid tumor and has disease progression after treatment with available anti-cancer therapiesTNBC 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.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 settingExclusion:Participant has received prior treatment with another ADC containing an auristatin or maytansinoid payloadParticipant has had major surgery within 28 days of starting study treatment; systemic anti-cancer therapy within the time period of 28 days or 5 half-lives of the prior therapy before starting study treatment (14 days or 5 half-lives for small molecule targeted therapy), whichever is less; or palliative radiation therapy within 14 days of starting study treatment.ETCTN 10302Inclusion: Women or men with metastatic breast cancer with two or more bone metastases, at least one of these bone lesions must not have been treated with prior radiation therapy.Hormone-receptor positive, HER2-, TNBCPatients with hormone-receptor positive disease should have progressed on at least one prior line of hormone therapy and a CDK4/6 inhibitor in the metastatic settingNo prior paclitaxel in metastatic setting within 2 years prior to Radium-223 dichloride start. No prior paclitaxel in adjuvant or neoadjuvant setting within 6 months prior to Radium-223 dichloride start.Exclusion:Prior therapy with radionuclidesPatients who have had chemotherapy or immunotherapy with checkpoint inhibitor within 4 weeks prior to treatment.S2007Inclusion:Histologically confirmed HER2-negative invasive breast cancer that has metastasized to the brain. Participants must have had CNS progression after previous CNS-directed therapy Participants must not have received prior treatment with sacituzumab govitecanUCI 21-57Inclusion:HER2-positive breast cancer, HER2-low breast cancer Progression after or during the most recent systemic regimen of treatment for advanced cancerExclusion:Subjects with HER2-positive breast cancer who did not receive trastuzumab or pertuzumab due to medical contraindications will not be eligible for this study.Subjects with HER2-low breast cancer who have received prior HER2-targeted therapy (other than T-DXd, which is allowed but not required) will not be eligible for this study.Prior treatment with any anti-CD47 or anti-signal regulatory protein alpha (SIRPα) agent.UCI 21-82Inclusion:For Phase 1 dose escalation with ORIN1001 in combination with Abraxane®:Males or females with relapsed refractory metastatic breast cancer (TNBC, or ER+ HER2-) must have progressed through at least 2 lines of therapyFor Phase 2:Males or females with relapsed refractory metastatic breast cancer including; 1. TNBC (i.e., estrogen receptor [ER]-, progesterone receptor-, and human epidermal growth factor receptor 2 [HER2]-), 2. ER+ HER2- breast cancer, and 3. MYC+ breast cancer. Patients must have received no more than three prior lines of therapy in the metastatic settingETCTN 10287Inclusion:Confirmed ER and/or PR positive, HER2 negative or non-amplified breast cancer that is stage IVWashout from prior systemic anti-cancer therapy of at least 3 weeks from chemotherapyFor patients enrolling to the randomized Phase 2 portion of this study, demonstrated resistance to prior endocrine therapy in the metastatic setting is required; this is defined as:Progressed on prior endocrine therapy in the metastatic setting or,Relapsed on adjuvant endocrine therapy or,Relapsed within 12 months of completing adjuvant endocrine therapy or,If received adjuvant CDK4/6 inhibitor, relapsed at least 2 years after completion of adjuvant CDK4/6 inhibitor.Exclusion:For patients enrolling to the randomized Phase 2 portion of the study, prior treatment with a CDK4/6 inhibitor or fulvestrant, or a PI3K inhibitor in the metastatic setting is not allowed.

https://www.dropbox.com/scl/fi/yfmbbbbnv1hju5x3qt7d3/UCI-22-09.pdf?rlkey=2f8rg55zrfth090fg9vnbeiy2&dl=0
https://www.dropbox.com/scl/fi/9kpewves2grzthif08ksb/ETCTN-10302.pdf?rlkey=b84epgt796p5eesghhfejvo0g&dl=0
https://www.dropbox.com/scl/fi/xb76qnz9cugh99l9lrhs9/SWOG-S2007.pdf?rlkey=hkxaajb6441u40f5crz0wjrvh&dl=0
https://www.dropbox.com/scl/fi/akc4gq8grte6wzdetmi19/UCI-21-57.pdf?rlkey=vxo7zccwfhxzcu1uvrpp5rp6c&dl=0
https://www.dropbox.com/scl/fi/r5z4vuquwgajjd7geg4a4/UCI-21-82.pdf?rlkey=2849kr6zcgyvb2dpx6e0x50nq&dl=0
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2L METASTATIC1L METASTATIC 3L METASTATIC

UCI 22-156 (HER2+)
Tumor infiltrating lymphocyte therapy

Coord: Juan Miranda
Accrual: 0/5

ETCTN 10551 (germline BRCA 1/2+)
Hu5F9-G4 (magrolimab) recombinant humanized anti-CD47 mAb IgG4

Coord: Alexis Chavez
Accrual: 0/5

Presenter Notes
Presentation Notes
METASTATICUCI 22-156Inclusion:Patients with breast cancer must have relapsed on at least one and no more than three prior treatments for metastatic disease (adjuvant/neoadjuvant therapy will not count toward the three prior therapies limit.)Patients with HER2-positive disease must have received a HER2-containing regimen.Patients with BRCA mutations must have previously been treated with a targeted therapy.Exclusion:Patients with known active central nervous system (CNS) metastases (Patients with previously treated brain metastases may participate provided they are radiologically stable)Patients with a known additional malignancy that is progressing or has required active treatment within the past 3 years.ETCTN 10551Prior chemo (adv, treatment); or if HR+, must have had prior endocrine therapy or deemed inappropriate for endocrine treatmentNo prior PARP inhibitor in the metastatic setting when given for therapeutic purposesPatients with treated brain metastases are eligible if follow-up brain imaging after central nervous system (CNS)-directed therapy shows no evidence of progression. Patients with prior brain metastasis that was treated with evidence of  resolution or stable disease for 6 months are eligible.No prior anti-CD47 therapy

https://www.dropbox.com/scl/fi/laj7pid33nnxplemtcmp8/UCI-22-156.pdf?rlkey=6sed3tv5wppi1vqgpsqfzdsy1&dl=0
https://www.dropbox.com/scl/fi/l80osvnv4h24kb2zl4qkt/ETCTN-10551.pdf?rlkey=8v9qepu0gnncn6ukexbnxkrn8&dl=0
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BASIC SCIENCE

UCI 18-136
Coord: Billy Joel Sanchez/Caylee Carlton

Accrual: 63/100

UCI 17-05 (BRCA1 -/-, +/+)
Coord: Billy Joel Sanchez

Accrual: 48/75

Presenter Notes
Presentation Notes
BASIC SCIENCEUCI 18-136Inclusion:Patient with Stage I, Stage II, Stage III and Stage IV Breast cancer will be included Hormone Receptor +, Her-2 receptor positive, triple positive or triple negative breast cancer will be included Exclusion:Other active cancers excluding cured skin and in situ cervical cancer UCI 17-05Inclusion:Patients with or without cancer who undergo prophylactic mastectomy, reduction mammoplasty or lumpectomyBreast 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)Exclusion:Patients who were diagnosed with carcinoma different from breast origin that is not considered as primary breast cancer type 

https://www.dropbox.com/scl/fi/zfcqoacclsjqfkjeamyl8/UCI-18-136.pdf?rlkey=me75qz3rx2qz7vhed6u4nsr41&dl=0
https://www.dropbox.com/scl/fi/493dxcxyr9t3mcvmyvl2v/UCI-17-05.pdf?rlkey=gkp442milvxetia44ykkdokmv&dl=0
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