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Solid Tumors

BASKET

UCI 24-146
REGN5668 + REGN4018 or Cemiplimab
Coord: Jiana Ejbara
Accrual: 1/5

UCI 24-08
SPEDOX-6 for 2L+ cervical or ovarian
Coord: Jiana Ejbara
Accrual: 4/25
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COGNITIVE FUNCTION

UCI 24-05
Riluzole
Coord: Jiana Ejbara
Accrual: 18/26

Pending Activation/Suspended


Presenter Notes
Presentation Notes

UCI 23-186
Inclusion:

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 
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

Exclusion:
There are no exclusion criteria to participate in KN-587.

UCI 24-146
Inclusion:
Ovarian Cancer Cohorts Only: Has histologically or cytologically confirmed diagnosis of advanced epithelial ovarian cancer (except carcinosarcoma), primary peritoneal, or fallopian tube cancer that has received at least 1 line of platinum-based systemic therapy and has: __a. Been treated with or is intolerant to available standard-of-care therapy likely to convey clinical benefit (eg, PARP therapy for BRCA patients or bevacizumab as appropriate) __b. Documented relapse or progression on or after the most recent line of therapy
Expansion cohorts only: Has at least 1 lesion that is measurable by RECIST 1.1. Tumor lesions in a previously irradiated area are considered measurable if progression has been demonstrated in such lesions after radiation. 
Has a serum CA-125 level ≥2× ULN (in screening, not applicable to endometrial cohorts)
Endometrial Cancer Cohorts Only (supersedes criterion 2): histologically confirmed endometrial cancer that has progressed or recurrent after prior anti-PD-1 therapy and platinum-based chemotherapy 
a. MUC16-positivity of ≥25% of tumor cells by a validated MUC16 Immunohistochemistry 
b. Prior treatment with anti-PD(L)-1 therapy and prior platinum-based chemotherapy 
c. 1 to 2 prior lines of systemic chemotherapy, does not include systemic adjuvant therapy administered >12 months before 1st treatment in the recurrent setting or hormonal therapy as a line _
d. 60 days (approximately 3 half-lives) since last administration of anti-PD-1 (supersedes exclusion criterion 2)
Exclusion: 
Prior treatment with a MUC16-targeted therapy. 
Has ongoing or recent (within 5 years) evidence of significant autoimmune disease that required treatment with systemic immunosuppressive treatments. 
Expansion cohorts only: More than 4 prior lines of cytotoxic chemotherapy (including antibody drug conjugates)
Has received radiation therapy or major surgery within 14 days of first administration of study drug or has not recovered (ie, grade 1 or baseline) from adverse events, except for chronic grade 2 neuropathy or laboratory changes as described in inclusion criteria

UCI 24-144
Inclusion:
Histologically confirmed squamous cell carcinoma (SCC); may include any of the following tumor types: cervical, head and neck, anal, penile, vulvar, or vaginal. 
Tumor tissue positive for HPV16 or HPV52. HPV positivity
Advanced or metastatic carcinoma with progression after at least 1 line of standard of care systemic therapies, including but not limited to combination chemotherapy and/or combination chemo-immunotherapy.
HLA-A*02:01 genotype
Measurable disease as defined by RECIST v1.1

Exclusion: 
Presence of clinically relevant or active seizure disorder, stroke, cerebrovascular ischemia/hemorrhage, dementia, cerebellar disease, or any autoimmune disease with central nervous system (CNS) involvement.
History of active pulmonary disease
Active brain metastasis or leptomeningeal metastases.



https://www.dropbox.com/scl/fi/m5e3fsep3cahdsohdrk4l/UCI-24-146-Eligibility.pdf?rlkey=i5f1ytskd44kaxr15qb3qamf0&st=ex5z852c&dl=0
https://www.dropbox.com/scl/fi/m5e3fsep3cahdsohdrk4l/UCI-24-146-Eligibility.pdf?rlkey=i5f1ytskd44kaxr15qb3qamf0&st=ex5z852c&dl=0
https://www.dropbox.com/scl/fi/m5e3fsep3cahdsohdrk4l/UCI-24-146-Eligibility.pdf?rlkey=i5f1ytskd44kaxr15qb3qamf0&st=ex5z852c&dl=0
https://www.dropbox.com/scl/fi/kc9xf39n0o28ba8go3xoq/UCI-24-08.pdf?rlkey=ke4601y1z6bba6al7ps58tt62&st=b1l7324q&dl=0
https://www.dropbox.com/scl/fi/kc9xf39n0o28ba8go3xoq/UCI-24-08.pdf?rlkey=ke4601y1z6bba6al7ps58tt62&st=b1l7324q&dl=0
https://www.dropbox.com/scl/fi/kc9xf39n0o28ba8go3xoq/UCI-24-08.pdf?rlkey=ke4601y1z6bba6al7ps58tt62&st=b1l7324q&dl=0
https://www.dropbox.com/scl/fi/sqq89dgdzv98mic5tn4q9/UCI-24-05.pdf?rlkey=eevsa6qli10w58arqskjn7g7l&st=z0r8whyj&dl=0
https://www.dropbox.com/scl/fi/sqq89dgdzv98mic5tn4q9/UCI-24-05.pdf?rlkey=eevsa6qli10w58arqskjn7g7l&st=z0r8whyj&dl=0
https://www.dropbox.com/scl/fi/sqq89dgdzv98mic5tn4q9/UCI-24-05.pdf?rlkey=eevsa6qli10w58arqskjn7g7l&st=z0r8whyj&dl=0
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PLATINUM-RESISTANT RECURRENCE
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GOG-3076

Platinum Doublet + Bevacizumab +/-OlviVec
Coord: Jiana Ejbara
Accrual: 2/5

Ovarian
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Presenter Notes
Presentation Notes
GOG-3078
Inclusion: Participant must have high-grade serous epithelia ovarian, primary peritoneal, or fallopian tube cancer.
 Participants' disease must have relapsed after first line of platinum-based chemotherapy and must be platinum-sensitive.
Participants with somatic and germline BRCA-positive patients must have received prior treatment with a PARPi in maintenance following first-line treatment.
Participants must be appropriate for, currently on, or have completed platinum-based triplet therapy in the second line (recurrent PSOC).
After triplet therapy and before randomization, patients must have received at least 4 and < 8 cycles of platinum-based triplet therapy in the second line, to include no less than 3 cycles of bevacizumab in combination with platinum-based chemotherapy. 
After triplet therapy and before randomization: In the case of interval secondary cytoreductive surgery, patients are permitted to have received only 2 cycles of bevacizumab if given in combination with the last 3 cycles of platinum-based triplet therapy in the second line. In the case of primary cytoreductive surgery before second line platinum-based triplet therapy, patients must have received no fewer than 3 cycles of bevacizumab in combination with platinum-based chemotherapy after their surgery and before randomization.
Participants must be receiving, or have received paclitaxel, gemcitabine, or pegylated liposomal doxorubicin as the partner drug to platinum-based triplet therapy in the second line.
After completion of triplet therapy and before randomization, patients must have achieved a CR, PR, or SD.
Participants must be randomized before 8 weeks since last dose of platinum-based triplet therapy in second line.	
Exclusion: 
Participants with endometrioid, clear cell, mucinous, or sarcomatous histology; mixed tumors containing any of the above histology's; or low-grade/borderline ovarian tumor.
Participants with more than one line of prior chemotherapy before current/planned triplet therapy.
Participants with PD on or following platinum-based triplet therapy.
Participants who receive an intervening dose of bevacizumab after last dose of triplet therapy before randomization.
Participants with > Grade 1 peripheral neuropathy.
Participants not appropriate for bevacizumab 15 mg/kg dosing at start of maintenance therapy.	



GOG-3076
Inclusion:
• History of histologically confirmed (from prior treatment) non-resectable ovarian, fallopian tube or primary peritoneal cancer.
• High-grade serous [including malignant mixed Mullerian tumor  with metastasis that contains high grade epithelial carcinoma; FIGO grades 2 and 3 allowed], endometrioid, or clear-cell ovarian cancer.
• Received a minimum of 3 prior lines (including the first line) of systemic therapy with no maximal limit.
• Time from Last Platinum (TFLP) of 3-15 months since the last dose of platinum in the most recent platinum-based line of therapy.
• Platinum-resistant or -refractory disease based on platinum-free interval (PFI) by radiological assessment from the most recent platinum-based line of therapy.
• Received prior bevacizumab (or bevacizumab biosimilar) treatment.
Exclusion: 
• Tumors of mucinous, low-grade serous, squamous cell, small cell neuroendocrine subtypes, MMMT tumors absent an epithelial component on recent biopsy, or non-epithelial ovarian cancers.
• Bowel obstruction within last 3 months prior to time of screening.
• Have received prior virus-based gene therapy or therapy with cytolytic virus of any type.

UCI 24-146
Inclusion:
Ovarian Cancer Cohorts Only: Has histologically or cytologically confirmed diagnosis of advanced epithelial ovarian cancer (except carcinosarcoma), primary peritoneal, or fallopian tube cancer that has received at least 1 line of platinum-based systemic therapy and has: __a. Been treated with or is intolerant to available standard-of-care therapy likely to convey clinical benefit (eg, PARP therapy for BRCA patients or bevacizumab as appropriate) __b. Documented relapse or progression on or after the most recent line of therapy
Expansion cohorts only: Has at least 1 lesion that is measurable by RECIST 1.1. Tumor lesions in a previously irradiated area are considered measurable if progression has been demonstrated in such lesions after radiation. 
Has a serum CA-125 level ≥2× ULN (in screening, not applicable to endometrial cohorts)
Exclusion: 
Prior treatment with a MUC16-targeted therapy. 
Has ongoing or recent (within 5 years) evidence of significant autoimmune disease that required treatment with systemic immunosuppressive treatments. 
Expansion cohorts only: More than 4 prior lines of cytotoxic chemotherapy (including antibody drug conjugates)
Has received radiation therapy or major surgery within 14 days of first administration of study drug or has not recovered (ie, grade 1 or baseline) from adverse events, except for chronic grade 2 neuropathy or laboratory changes as described in inclusion criteria







https://www.dropbox.com/scl/fi/1kz6m8l49hzfz2nzocnae/GOG-3076-Eligbility.pdf?rlkey=809o0dpr87ztof7m4o7dliyhn&st=96ttnk6r&dl=0
https://www.dropbox.com/scl/fi/1kz6m8l49hzfz2nzocnae/GOG-3076-Eligbility.pdf?rlkey=809o0dpr87ztof7m4o7dliyhn&st=96ttnk6r&dl=0
https://www.dropbox.com/scl/fi/1kz6m8l49hzfz2nzocnae/GOG-3076-Eligbility.pdf?rlkey=809o0dpr87ztof7m4o7dliyhn&st=96ttnk6r&dl=0
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Non-Treatment Trials

OVARIAN CANCER

UCl 21-190
Assessing the Predictive Capability of Circulating
Tumor DNA as a Screening Tool for Ovarian
Cancer
ctDNA
Coord: Jiana Ejbara
Accrual: 2/36
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Presenter Notes
Presentation Notes
UCI-21-190
Inclusion:
• Undergoing RRSO or removal of an adnexal (ovarian or fallopian tube mass) within routine clinical care.
• Willing to undergo germline mutation testing as would be recommended within routine clinical care.
Exclusion:
Prior invasive malignancy other than squamous or basal cell carcinomas of the skin or in situ cervical cancer 
Prior systemic chemotherapy or pelvic radiation treatment 
Germ cell and sex-cord stromal cell carcinomas on final pathologic evaluation will not have prospective tissue preparation for DNA isolation and will be excluded from additional analysis.





https://www.dropbox.com/scl/fi/m0ot6efn8hkyvkrnp8ek6/UCI-21-190-Eligibility-No-Schema.pdf?rlkey=ebmjm2bqgb8353rajkxzvjsdm&st=3pnh5ycu&dl=0
https://www.dropbox.com/scl/fi/m0ot6efn8hkyvkrnp8ek6/UCI-21-190-Eligibility-No-Schema.pdf?rlkey=ebmjm2bqgb8353rajkxzvjsdm&st=3pnh5ycu&dl=0
https://www.dropbox.com/scl/fi/m0ot6efn8hkyvkrnp8ek6/UCI-21-190-Eligibility-No-Schema.pdf?rlkey=ebmjm2bqgb8353rajkxzvjsdm&st=3pnh5ycu&dl=0
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