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UCI 20-50
N-Acetylcysteine in MPN to Improve 

Disease Markers & Symptoms

Accrual 14/27

Coord: Kelsey McAbee

Newly diagnosed

Supportive Care 

Front Line 

UCI 24-121
ASTX030 in Subjects 

w/Myeloid Neoplasm or in 
Combo w/Venetoclax in 
Subjects w/AML or MDS

Accrual: 3/5

Coord: Georgina Alvarez-
Diaz

ETCTN 10675
A Randomized Phase II Trial of 

ASTX727 +/- Iadademstat in 
Accelerated/Blast-Phase 

Philadelphia Chromosome-
Negative Myeloproliferative 

Neoplasms (MPNs)

Accrual: 0/5

Coord: Georgina Alvarez-Diaz

UCI 26-12

A Phase 3 Randomized, Double-
blind, Placebo-controlled Global 

Study of Sapablursen in 
Polycythemia Vera

Accrual:0

Coord: Stephanie Osorio

Presenter Notes
Presentation Notes
ETCTN 10675
Inclusion:
ECOG greater or equal 3
Patients must have morphologically confirmed diagnosis of Philadelphia-chromosome negative MPN in accelerated-phase (10-19% myeloid blasts) or blast-phase (≥20% myeloid blasts) arising from polycythemia vera, essential thrombocythemia, primary myelofibrosis, secondary myelofibrosis, or MPN not otherwise specified, as per the WHO 2016 classification OR MDS/MPN overlap syndromes (e.g., CMML) with ≥10% blasts. 
Exclusion
- Patient must not have received prior DNMTI. Previous JAK inhibition hydroxyurea and interferon. 

UCI 24-121
Inclusion:
Has confirmed MDS, CMML, other MDS/MPN, or AML diagnosis and is a candidate to receive and benefit from single-agent azacitidine
Exclusion
Has an active uncontrolled gastric or duodenal ulcer.
 For subjects with MDS/MPN including CMML, have clinical extramedullary disease including clinically palpable hepatomegaly or splenomegaly.


UCI23-32 (observational study)
Inclusion: N/A
Exclusion: N/A


UCI20-50 (supportive care)
Inclusion: 
- Confirmed dx of Et, PV, MF�- Peripheral blasts <10% during screening
Exclusion: �- No IFN or a JAK inhibitor for treatment of MPN, N-Acetylcysteine (N-AC) or preparations containing N-AC <28 days before enrollment�- No other active or metastatic malignancies other than localized skin cancer

UCI 26-12
Inclusions: 
-Disease: PV with JAK2 mutation required
-Phlebotomy-dependent:
-≥3 phlebotomies in 28 weeks, OR
-≥5 phlebotomies in 12 months
-Hct <45% at baseline
-Can be on stable CRT (hydroxyurea, JAK inhibitors, interferon)
-ECOG: 0-2

Exclusions:
-No prior TMPRSS6 inhibitors or hepcidin mimetics
 -Cannot require phlebotomy at Hct <45%
-No post-PV myelofibrosis
-No thrombosis within 1 month


https://www.dropbox.com/scl/fi/9zoe4ap5z5yaogibfh5nt/UCI-20-50.pdf?rlkey=mfenkd8dvunacr5cyl71m3pd3&dl=0
https://www.dropbox.com/scl/fi/9zoe4ap5z5yaogibfh5nt/UCI-20-50.pdf?rlkey=mfenkd8dvunacr5cyl71m3pd3&dl=0
https://www.dropbox.com/scl/fi/9zoe4ap5z5yaogibfh5nt/UCI-20-50.pdf?rlkey=mfenkd8dvunacr5cyl71m3pd3&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=6fr2pvzr&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=6fr2pvzr&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=6fr2pvzr&dl=0
https://www.dropbox.com/scl/fi/28ihs1jmikqwhv1abf6y1/ETCTN-10538.pdf?rlkey=47kcekl7lpr6fw2a0yrc07b1y&st=8bz0y3k2&dl=0
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Newly diagnosed

High-Risk
Molecularly-Driven

Low-Risk

HSCT
UCI 24-121

ASTX030 in Subjects 
w/Myeloid Neoplasm or in 

Combo w/Venetoclax in 
Subjects w/AML or MDS

Accrual: 3/5

Coord: : Georgina Alvarez-
Diaz

MM1MDS-A01 
A Randomized Phase II Trial 

of Enasidenib-Based 
Therapies Versus 

Cedazuridine-Decitabine in 
Higher-Risk IDH2-Mutated 

Myelodysplastic Syndrome: A 
MyeloMATCH Sub-Study

Accrual: 0/5

Coord: Georgina Alvarez-Diaz

Trial Flowchart MAR_2026

Presenter Notes
Presentation Notes
MM1MDS-A01
Inclusion
Must have detectable IDH2 mutation based on NCI myeloid panel
ECOG greater or equal to 2
Diagnosis of MDS with IPSS-R score of less than or equal to 4
Prior tx with growth factors, lena or luspatercept is allowed with a max limit of 1 month of exposure. 
Exclusion
No prior treatment with DNA methyltransferase inhibitors

UCI 24-121
Inclusion:
Has confirmed MDS, CMML, other MDS/MPN, or AML diagnosis and is a candidate to receive and benefit from single-agent azacitidine
Exclusion
Has an active uncontrolled gastric or duodenal ulcer.
 For subjects with MDS/MPN including CMML, have clinical extramedullary disease including clinically palpable hepatomegaly or splenomegaly.


https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=6fr2pvzr&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=6fr2pvzr&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=6fr2pvzr&dl=0
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UCI 21-239
IRAK 1/4 inhibitor, R289, in patients 
w/ refractory or resistant lower-risk 

MDS 
Accrual: 2/5

Coord: Georgina Alvarez-Diaz

Relapsed/Refractory

High-Risk

Molecularly-Driven
Low-Risk

UCI 25-193
 ICP-248 in Combination 
with Azacitidine for the 

Treatment in Patients with 
Myeloid Malignancies

Accrual: 0/7

Coord: TBD

Presenter Notes
Presentation Notes
UCI 21-239�Inclusion�- relapsed, refractory/resistant or inadequate response to all therapies with now clinical benefits, such as TPOs, EPOs, lupatercept and HMAs for MDS�- meet at least one dx-related criteria for RBC transfusion, plt count or ANC <8W prior to study tx initiation�- received at least one line of therapy��UCI 25-193
Inclusion:
Adult R/R MDS: previously received at least one line of systemic therapy and experienced disease relapse, treatment failure, or disease progression according to the revised IWG 2006 MDS criteria, with an IPSS-R score > 3 and bone marrow blasts ≥ 5%, and were not eligible for a standard of care that is known to provide clinical benefit.
Exclusion:
R/R MDS subjects who were previously treated with azacitidine or BCL-2 inhibitor therapy and failed to achieve disease response (CR/mCR) assessed by Investigator per IWG 2006 criteria, or clearly demonstrated intolerance to azacitidine or BCL-2 inhibitor due to toxicity. 
Subject has acute promyelocytic leukemia (French-American-British Class M3 AML). 
Subject has known central nervous system (CNS) leukemia. 
Subject has a history of myeloproliferative neoplasm (MPN) including polycythemia vera, myelofibrosis, essential thrombocythemia, or chronic myelogenous leukemia. 


https://www.dropbox.com/scl/fi/f2y64nsnqgbw604xmradq/UCI-21-239.pdf?rlkey=l83okhe3z352fwfvj7c6jlnxr&st=kvop6px1&dl=0
https://www.dropbox.com/scl/fi/f2y64nsnqgbw604xmradq/UCI-21-239.pdf?rlkey=l83okhe3z352fwfvj7c6jlnxr&st=kvop6px1&dl=0
https://www.dropbox.com/scl/fi/f2y64nsnqgbw604xmradq/UCI-21-239.pdf?rlkey=l83okhe3z352fwfvj7c6jlnxr&st=kvop6px1&dl=0


Open to Accrual Low Accruing Pending Activation/Suspended

Ac
ut

e 
M

ye
lo

id
 L

eu
ke

m
ia

Trial Flowchart MAR_2026 5

UCI 21-216 (suspended)
Giltertinib+Venetoclax+Azac

itidine in patients w/ FLT3 
mutant AML not eligible for 

intensive induction 
chemotherapy

Accrual: 2/5

Coord: Stephanie Osorio

Newly diagnosed

Intensive

Non-Intensive

FLT3 mutation

UCI 23-44
Venetoclax/Azacitidine v.s 

Venetoclax+ KO-530 v.s 
cytarabine/daunorubicin 

(7+3)+ KO-539 in AML

Accrual: 9/10

Coord: Georgina Alvarez-Diaz

KMT2A-r/NPM1-m

ETCTN-10596  
SNDX-5613 + Daunorubicin and 
Cytarabine in Newly Diagnosed 

Acute Myeloid Leukemia 
(NPM1 Mutated/FLT3 Wildtype 

with Higher-Risk Features or 
MLL/KMT2A Rearranged)

Accrual: 0/5

Coord: Stephanie Osorio

ETCTN-10630
Ladademstat in Combination with 

Venetoclax and Azacitidine in 
Patients with Post MDS 
Transformation to AML

Accrual: 2/7

Coord: Stephanie Osorio 

UCI 24-121
ASTX030 in Subjects w/Myeloid 

Neoplasm or in Combo 
w/Venetoclax in Subjects 

w/AML or MDS

Accrual: 3/5

Coord: Georgina Alvarez-Diaz
MYELOMATCH 

MYELOMATCH, Master Screening 
and Reassessment Protocol 

(MSRP) for Tier Advancement in 
the NCI MyeloMATCH Clinical 

Trials

Accrual: 0/5

Coord: Georgina Alvarez-Diaz

UCI 22-81 
HM43239 in patients w/ R/R 

AML
Accrual: 2/6

Coord: Georgina Alvarez-Diaz

Presenter Notes
Presentation Notes
ETCTN-10596
Inclusion
Ages 18-75 y/o at the time of diagnosis with NPMI mutated/ FLT3-ITD wildtype + NPMI-mutated/FLT3-TKD wildtype+ high risk features 
Pts over the age ge 65 y/o must have ECOG 0-1
Exclusion
History of allergic reactions to or like SNDX-5613
Must not have received known strong or moderate CYP3A4 inhibitors or strong CYP3A4 inducers
Isolated myeloid sarcoma 
Acute promyelocytic leukemia 
Patients with upper GI issues that affect oral drug absorption or ingestion

MYELOMATCH�Inclusion
Untreated AML or MDS
Exclusion
No history of MPN or MDS
No known APL

UCI 21-216�Inclusion�- must be previously untreated�- positive FLT3 mutation 
Exclusion�- no prior CAR T-cell therapy�- not be diagnosed w/ APL, hx of MPN and active CNS involvement�
UCI 23-44�Inclusion-newly diagnosed: �- AML w/ a documented NPM1 mutation or KMT2A rearrangement�- NPM1-m+FLT3 wild-type or ITD tatio of <0.05�- high-risj disease: adverse risk genetics per ELN criteria, age>60y/o, treatment-related AML �
ETCTN-10630
Inclusion
Patient must have a body weight of at least 50 kg due to the use of flat doses
Previously untreated AML excluding hydroxyurea and all-trans retinoic acid (ATRA). ATRA would only be used for suspected AML
Exclusion
Patients have isolated myeloid sarcoma or acute promyelocytic leukemia (APL) FAB M3.
Patients who require treatment while on study with concomitant drugs that target the 5HT2B receptor or the sigma nonspecific receptor (e.g., escitalopram, fluoxetine, sertraline) except for drugs that are considered absolutely essential for the care of the patient and with appropriate treatment monitoring

UCI 24-121
Inclusion:
Has confirmed MDS, CMML, other MDS/MPN, or AML diagnosis and is a candidate to receive and benefit from single-agent azacitidine
Previously untreated AML with 20% to 30% blasts present in bone marrow and multi-lineage dysplasia. Exception – subjects who received no more than 1 cycle of decitabine, azacitidine, or guadecitabine 
Previously untreated AML with >30% blasts present in bone marrow, who are not eligible for stem cell transplant and unfit for intensive chemotherapy induction 
Exclusion
Has an active uncontrolled gastric or duodenal ulcer.

UCI 22-81 – Part D
Inclusion (PARTICIPANTS ≥ 18 AND < 75 YEARS)
Study participant is defined as having morphologically documented newly diagnosed previously untreated primary or secondary AML by the World Health Organization (WHO) criteria (2016) and considered ineligible to receive intensive chemotherapy.
Study participant has an Eastern Cooperative Oncology Group (ECOG) performance status 0–3.
Total serum bilirubin ≤ 3x institutional ULN unless considered due to leukemic organ involvement. 
Creatinine clearance as calculated by the CockcroftGault formula0F * or measured by 24-h urine collection of ≥ 30 mL/min.
Inclusion (PARTICIPANTS ≥ 75 YEARS)
Study participants are considered ineligible to receive intensive chemotherapy based on their age being ≥ 75 years.
Study participant has an Eastern Cooperative Oncology Group (ECOG) performance status 0–2.
Total serum bilirubin ≤ 1.5x institutional ULN (or ≤ 3x institutional ULN if documented history of Gilbert’s syndrome) unless considered due to leukemic organ involvement. 
Creatinine clearance as calculated by the Cockcroft Gault formula* or measured by 24-h urine collection of ≥ 45 mL/min.
Exclusion
Study participant was diagnosed with acute promyelocytic leukemia. 
Study participant has known BCR-ABL1-positive leukemia.
Study participant has received treatment with the following: 
An HMA, VEN (or other BCL-2 inhibitor), a tyrosine kinase inhibitor (TKI), a FLT3 inhibitor (FLT3i), a hematopoietic stem cell transplant (HSCT), and/or a chemotherapeutic agent for antecedent myeloid neoplasm Note: Prior chemotherapy for solid tumors considered in remission is allowed. 
CAR-T cell therapy 
Experimental therapies for antecedent myeloid neoplasms 
Current participation in another research or observational study



https://www.dropbox.com/scl/fi/z7u6ok64d3tdtkaeml68a/UCI-21-216.pdf?rlkey=z0bpcawh0c8marehjqhbmbrch&st=42cc6guy&dl=0
https://www.dropbox.com/scl/fi/z7u6ok64d3tdtkaeml68a/UCI-21-216.pdf?rlkey=z0bpcawh0c8marehjqhbmbrch&st=42cc6guy&dl=0
https://www.dropbox.com/scl/fi/z7u6ok64d3tdtkaeml68a/UCI-21-216.pdf?rlkey=z0bpcawh0c8marehjqhbmbrch&st=42cc6guy&dl=0
https://www.dropbox.com/scl/fi/3hdh49k0syrjjq075u07f/UCI-23-44-Schema-Eligibility.pdf?rlkey=sllfedzm3ndwxmay38w2i09ho&st=d7z075cf&dl=0
https://www.dropbox.com/scl/fi/3hdh49k0syrjjq075u07f/UCI-23-44-Schema-Eligibility.pdf?rlkey=sllfedzm3ndwxmay38w2i09ho&st=d7z075cf&dl=0
https://www.dropbox.com/scl/fi/3hdh49k0syrjjq075u07f/UCI-23-44-Schema-Eligibility.pdf?rlkey=sllfedzm3ndwxmay38w2i09ho&st=d7z075cf&dl=0
https://www.dropbox.com/scl/fi/l3r8eomejdluvxyei1iv0/ETCTN-10596.pdf?rlkey=dhctmcsf2mgxr9s02e0737oqb&st=9aogbecc&dl=0
https://www.dropbox.com/scl/fi/l3r8eomejdluvxyei1iv0/ETCTN-10596.pdf?rlkey=dhctmcsf2mgxr9s02e0737oqb&st=9aogbecc&dl=0
https://www.dropbox.com/scl/fi/l3r8eomejdluvxyei1iv0/ETCTN-10596.pdf?rlkey=dhctmcsf2mgxr9s02e0737oqb&st=9aogbecc&dl=0
https://www.dropbox.com/scl/fi/fqyyklr6njzckgb3gnup4/ETCTN-10630-Eligibility.pdf?rlkey=34vb37wm39nswrbmf1wa72hl7&st=p6xk52ok&dl=0
https://www.dropbox.com/scl/fi/fqyyklr6njzckgb3gnup4/ETCTN-10630-Eligibility.pdf?rlkey=34vb37wm39nswrbmf1wa72hl7&st=p6xk52ok&dl=0
https://www.dropbox.com/scl/fi/fqyyklr6njzckgb3gnup4/ETCTN-10630-Eligibility.pdf?rlkey=34vb37wm39nswrbmf1wa72hl7&st=p6xk52ok&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=6fr2pvzr&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=6fr2pvzr&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=6fr2pvzr&dl=0
https://www.dropbox.com/scl/fi/5xlb5qov4lqkiwgwpeemj/UCI-22-81.pdf?rlkey=krmrmlm76fs8wwxygamnycaus&st=t2hrheln&dl=0
https://www.dropbox.com/scl/fi/5xlb5qov4lqkiwgwpeemj/UCI-22-81.pdf?rlkey=krmrmlm76fs8wwxygamnycaus&st=t2hrheln&dl=0
https://www.dropbox.com/scl/fi/5xlb5qov4lqkiwgwpeemj/UCI-22-81.pdf?rlkey=krmrmlm76fs8wwxygamnycaus&st=t2hrheln&dl=0
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Newly diagnosed

KMT2A-r/NPM1-m

UCI 25-20
Assessing Ziftomenib in 
Combination with Either 

Standard of Care 
Nonintensive 

(Venetoclax+Azacitidine) or 
Intensive (7+3) Therapy in 
Patients with Untreated 

NPM1 Mutated or KMT2A 
Rearranged AML

Accrual: 0/5

Coord: Georgina Alvarez-Diaz

Presenter Notes
Presentation Notes
UCI 25-20
Inclusion
Diagnosis of AML per the 2022 WHO Classification of Hematolymphoid Tumors (5th Edition). 
Patients with therapy-related AML (t-AML) or secondary AML (prior myelodysplastic syndrome [MDS] or myeloproliferative neoplasm [MPN]) are eligible
Patients with prior MDS who have received a single line of treatment with single-agent HMA, lenalidomide, luspatercept, or imetelstat are eligible. 
INTENSIVE THERAPY STUDY ONLY (7+3): 
a. Documented NPM1-m or KMT2A-r (patients with a partial tandem duplication [PTD] are not eligible). 
b. Documented FLT3 wild-type or ITD ratio 
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UCI 22-81 
HM43239 in patients w/ R/R 

AML
Accrual: 2/6

Coord: Georgina Alvarez-Diaz

Relapsed/Refractory

2nd Line+

Molecularly-Driven
≤1 Line Only

UCI 25-105
LYT-200 in patients w/ R/R 

AML or high-risk MDS

Accrual: 0/5

Coord: Stephanie Osorio, 
Judit Castellanos

UCI 25-193
 ICP-248 in Combination 
with Azacitidine for the 
Treatment in Patients 

with Myeloid 
Malignancies

Accrual: 0/7

Coord: Georgina Diaz

Non-Intensive

Presenter Notes
Presentation Notes

UCI 22-81�Inclusion�- morphologically documented primary/secondary AML �- R/R at least one cycle of prior therapy or the most recent therapy�Exclusion�
UCI 25-105
Inclusion
- Has a pathologically confirmed diagnosis of AML per the 2022 International Consensus Classification (ICC)
- Has refractory/relapsed AML after having received only one prior line of therapy

UCI 25-193
Inclusion:
For AML (except for APL) cohort: a) Previously treated relapsed/refractory AML subjects, who were not eligible for a standard of care that is known to provide clinical benefit
Exclusion:
R/R AML subjects who were previously treated with azacitidine or BCL-2 inhibitor therapy and failed to achieve disease response (CR/CRi/MLFS) assessed by Investigator per 2017 ELN criteria, or clearly demonstrated intolerance to azacitidine or BCL-2 inhibitor due to toxicity. 
Subject has acute promyelocytic leukemia (French-American-British Class M3 AML). 
Subject has known central nervous system (CNS) leukemia. 
Subject has a history of myeloproliferative neoplasm (MPN) including polycythemia vera, myelofibrosis, essential thrombocythemia, or chronic myelogenous leukemia. 


https://www.dropbox.com/scl/fi/5xlb5qov4lqkiwgwpeemj/UCI-22-81.pdf?rlkey=krmrmlm76fs8wwxygamnycaus&st=t2hrheln&dl=0
https://www.dropbox.com/scl/fi/5xlb5qov4lqkiwgwpeemj/UCI-22-81.pdf?rlkey=krmrmlm76fs8wwxygamnycaus&st=t2hrheln&dl=0
https://www.dropbox.com/scl/fi/5xlb5qov4lqkiwgwpeemj/UCI-22-81.pdf?rlkey=krmrmlm76fs8wwxygamnycaus&st=t2hrheln&dl=0
https://www.dropbox.com/scl/fi/cn0lyah073o4dup139qpy/UCI-22-151.pdf?rlkey=xd7s81j9ao2mqr480hv8bmo6p&st=radmca8u&dl=0
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Relapsed/Refractory

Salvage Therapy

Maintenance

High-Risk, HSCT

UCI 23-44
Venetoclax/Azacitidine v.s 

Venetoclax+ KO-530 v.s 
cytarabine/daunorubicin (7+3)+ 

KO-539 in AML

Accrual: 9/10

Coord: Georgina Alvarez-Diaz

KMT2A-r/NPM1-m

Molecularly-Driven

UCI 23-154
Ziftomenib combinations for 

the KMT2A-rearranged/NPM1 
mutant R/R AML

Accrual: 3/5

Coord: Georgina Alvarez-Diaz

Presenter Notes
Presentation Notes
UCI-23-44
Inclusion 
>18-75y/o, AML diagnosis per WHO
ECOG le 2
Patient’s life expectancy attributed to AML must be greater than 3 months. If the patient has comorbid illness or malignancy (ie, condition other than AML), life expectancy attributed to this other condition(s) must be greater than 2 years.
For newly diagnosed patients who are not candidates for intensive induction chemotherapy. Potential reasons for this designation may include: 
• ≥75 years of age; OR 
≥18 to 74 years of age with at least 1 of the following comorbidities:  ECOG Performance Status of 2;  Cardiac history of congestive heart failure (CHF) requiring treatment or ejection fraction ≤50% or chronic stable angina;  Diffusing capacity of the lungs for carbon monoxide ≤65% or forced expiratory volume in 1 second ≤65%;  Moderate hepatic impairment with total bilirubin >1.5 to ≤3.0×ULN;  Disseminated intravascular coagulopathy with active bleeding or signs of thrombosis.
Exclusion 
Diagnosis of either acute promyelocytic leukemia or blast phase chronic myeloid leukemia
Known history of BCR-ABL alteration
Administration of live attenuated vaccines within 14 days prior to, during, or after treatment until B-cell recovery
Patients who have not recovered from prior chemotherapy to Grade ≤1 
For newly diagnosed cohorts: has received prior chemotherapy for leukemia, except hydroxyurea, leukapheresis, and/or up to 2 doses of cytarabine per institutional standards to control leukocytosis
R/R cohorts: has received chemotherapy, immunotherapy, radiotherapy (unless given for management of CNS leukemia), or investigational therapy
Hypersensitivity to aza or mannitol
Patients who have active GVHD requiring more than 0.5 mg/kg prednisone 

UCI 23-154�Inclusion
>18-75y/o, AML diagnosis per WHO�- R/R to at least 1 prior line of therapy (R/R: ≥5% blasts in the BM or reappearance of blasts in the blood in ≥2 peripheral blood samples ≥1 week apart; or development of new extramedullary disease.�- documented NPM1 mutation or KMT2Arearrangement

https://www.dropbox.com/scl/fi/3hdh49k0syrjjq075u07f/UCI-23-44-Schema-Eligibility.pdf?rlkey=sllfedzm3ndwxmay38w2i09ho&dl=0
https://www.dropbox.com/scl/fi/3hdh49k0syrjjq075u07f/UCI-23-44-Schema-Eligibility.pdf?rlkey=sllfedzm3ndwxmay38w2i09ho&dl=0
https://www.dropbox.com/scl/fi/3hdh49k0syrjjq075u07f/UCI-23-44-Schema-Eligibility.pdf?rlkey=sllfedzm3ndwxmay38w2i09ho&dl=0
https://www.dropbox.com/scl/fi/9hzhs67ier8ue71nypza6/UCI-23-154.pdf?rlkey=r54aeaq6cb8wljtmtxaft2848&st=l5hfq3d8&dl=0
https://www.dropbox.com/scl/fi/9hzhs67ier8ue71nypza6/UCI-23-154.pdf?rlkey=r54aeaq6cb8wljtmtxaft2848&st=l5hfq3d8&dl=0
https://www.dropbox.com/scl/fi/9hzhs67ier8ue71nypza6/UCI-23-154.pdf?rlkey=r54aeaq6cb8wljtmtxaft2848&st=l5hfq3d8&dl=0
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A041501
Addition of Inotuzumab 
Ozogamicin to frontline 

therapy in young adults (18-
39y/o)

Accrual: 10/15

Coord: Makena Belle Castiilo

Newly diagnosed

Ph+ only Ph- only
Age ≥ 18 years & < 40 years, 

CD22+ (≥ 20%)

SWOG-21CTP-LEUK01 
Phase II Trial of Asciminib, 
Dasatinib, Prednisone, and 

Blinatumomab for Participants 
with Newly Dx Ph+ B-ALL

Accrual: 0/5
Coord: Makena Belle Castillo

UCI 25-104 (NEW)
subcutaneous blinatumomab 

vs. intravenous blinatumomab 
in newly diagnosed adults with 

(Ph)- B cell precursor ALL

Accrual: 0/5 

Coord: Makena Belle Castiilo

Age ≥ 18 years

Newly Diagnosed
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Relapsed/Refractory

Ph+ only Ph- only

Age ≥ 12 y/o & CD19+ Age ≥ 18 y/o & CD22+ 

26-53 (New)
A phase 2/3, Randomized, Open-
Label, Comparison Study of MK-
1045 Versus Blinatumomab in 
participants with Relapsed or 
Refractory CD19+ B-Cell Acute 

Lymphoblastic Leukemia (B-ALL) 

Accrual:0/5

Coord: Makena Belle Castiilo

UCI 25-209 (NEW)
UCART22 (allogeneic Anti-CD22 

CAR-T) in R/R CD22+ B-ALL

Accrual: 0/3

Coord: Michael Kunicki
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UCI 25-166 (NEW)

QTX-2101 in Newly Diagnosed 
Acute Promyelocytic Leukemia

Accrual: 0/5

Coord: Georgina Diaz

Newly diagnosed

Presenter Notes
Presentation Notes
25-166
Inclusion
Participants must have a diagnosis of APL characterized by the presence of the t(15;17) translocation by fluorescence in situ hybridization or cytogenetics, or PML/RARA gene expression via RT-qPCR.
Participants must be classified as low- or intermediate-risk APL, defined as white blood cell (WBC) count ≤10 × 109 /L at diagnosis. 
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Newly diagnosed

UCI 23-189
Frontline Ruxolitinib with De-

Intensified HLH-94 for Adults with 
Hemophagocytic 

Lymphohistiocytosis (HLH)
Accrual: 0/6

Coord: TBD

Presenter Notes
Presentation Notes
UCI 23-189​
Inclusion:​
1. Participants must have active HLH and meet ≥ 5 of 8 of the HLH-2004 diagnostic criteria (see below), or have familial/primary HLH with pathogenic/likely pathogenic germline variant(s) in genes known to cause HLH (e.g., PRF1, UNC13D, STX11, STXBP2, RAB27A, SH2D1A, BIRC4, LYST, ITK, SLC7A7, XMEN, HPS, NLCR4) or other immune regulatory genes.​
2. Fever ≥ 38.5°C (or ≥ 38°C if acetaminophen given in prior 6 hours) ​
3. Splenomegaly (defined by physical exam, radiographic report of splenomegaly, or a spleen size ≥12 cm)​
4. Peripheral cytopenias involving ≥ 2 of 3 cell lines (absolute neutrophil count 2400 U/mL or two standard deviations above age-adjusted laboratory-specific norms ​
5. Low/absent natural killer (NK)-cell activity/perforin and/or decreased CD107a Mobilization​
6. Hypertriglyceridemia ( fasting triglycerides ≥265 mg/dL) or Hypofibrinogenemia​
7. Hemophagocytosis on tissue biopsy, such as in bone marrow, spleen, lymph node, or liver​
8. Ferritin > 500 μg/L​
9. Soluble IL-2 receptor (sCD25) >2400 U/mL or two standard deviations above age-adjusted laboratory-specific norms​
​
Exclusion Criteria​
Participant receiving or received any other investigational agent within a week of the first dose of treatment​
Patient unable to take medication orally or via nasogastric/ orogastric tube​
Poor life expectancy <2 wks​
Clinically significant or uncontrolled cardiovascular disease​
Estimated creatine clearance (CrCl) 20, or AST or ALT values >1000 not expected to improve with HLH therapy.​
Severe organ dysfunction and respiratory support including intubation/ventilation. Vasopressors are allowed ​
Newly diagnosed acute and clinically active tuberculosis, hepatitis B, and/or hepatitis C.​
Patients with active HIV are not excluded from this study but must be on antiretrovirals.​
Patients with hepatitis B or C viremia can be on study if the hepatitis is not considered clinically active and/or if it is chronic​
Individuals with a prior malignancy whose natural history or treatment has the potential to interfere with the safety or efficacy assessment of the investigational regimen. ​
Individuals with CAR-T-associated HLH. ​
Any prior HLH-directed therapy except corticosteroids for <2 consecutive weeks​
Emapalumab, alemtuzumab, ATG, tocilizumab, siltuximab, or prior ruxolitinib are NOT permitted. Cyclosporine and tacrolimus are not permitted in the initial induction period. ​
Hypersensitivity to ruxolitinib or any of its excipients​
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UCI 23-167
Phase I- TERN-701 in patients 

w/CML

Accrual: 2/5

Coord: Kelsey McAbee

2nd Line+

Relapsed/Refractory

Presenter Notes
Presentation Notes
UCI 23-167
Inclusion
- established cytopathologically confirmed dx of BCR-ABL1+ CML
- part 1 only- received at least 1+ active site targeting TKIs and have experienced tx failure, suboptimal response, or tx intolerance 
- for patients without BCR-ABL1 �	* received 2+ active site TKIs and have experienced tx failure, suboptimal response, or tx intolerance �	* experienced tx failure or suboptimal response to frontline therapy w dasatinib, nilotinib or bosutinib and are ineligible for alternative TKI
Exclusion�- intolerant of asciminib and do not have resistant/relapsing dx are not allowed
-known ABL1 myristoyl domain resistance mutations are not allowed
��

https://www.dropbox.com/scl/fi/a8hxgbfh1d3l6ns1r5qgg/UCI-23-167.pdf?rlkey=syq9hqmfpg0jymu9vezil2mvs&st=fcybwjyf&dl=0
https://www.dropbox.com/scl/fi/a8hxgbfh1d3l6ns1r5qgg/UCI-23-167.pdf?rlkey=syq9hqmfpg0jymu9vezil2mvs&st=fcybwjyf&dl=0
https://www.dropbox.com/scl/fi/a8hxgbfh1d3l6ns1r5qgg/UCI-23-167.pdf?rlkey=syq9hqmfpg0jymu9vezil2mvs&st=fcybwjyf&dl=0
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Newly Diagnosed

S2213 (RA SIGNOFF)
A Phase III, Randomized Study of 

Daratumumab, Cyclophosphamide, 
Bortezomib and Dexamethasone 

(Dara-VCD) Induction Followed by 
Autologous Stem Cell Transplant or 

Dara-VCD Consolidation and 
Daratumumab Maintenance in 

Patients with Newly Diagnosed AL 
Amyloidosis

Accrual: 0/5
CRC: Alice Ting

Presenter Notes
Presentation Notes
S2213
Inclusion:
Participants must have measurable disease within 28 days prior to treatment if initiated prior to registration or within 28 days of registration 
Participants must also have a difference between the involved and uninvolved free light chain (dFLC) ≥ 2 mg/dL
Participants must have ECOG performance score (PS) of 0, 1, or 2 (PS = 3 may be allowed if secondary to neuropathy)
transplantation. 5. Participants must be eligible to receive high dose chemotherapy with melphalan at a dose of 200 mg/m2 or 140 mg/m2 (200 mg/m2 is highly encouraged but not mandated).
must have adequate organ and marrow function as within 28 DAYS prior to registration
Participants must not be seropositive for hepatitis B. Participants with a history of hepatitis C virus (HCV) infection must have been treated and cured. 
Participants must not have either moderate or severe persistent asthma within the past 2 years), or currently have uncontrolled asthma of any classification
Participants must not have uncontrolled diabetes within 28 days prior to registration
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Newly Diagnosed
Post ASCT

UCI 23-158 
Phase I/II Study of Linvoseltamab 
(Anti-BCMA X Anti-CD3 Bispecific 
Antibody) in Previously Untreated 

Patients with Symptomatic Multiple 
Myeloma

Accrual: 2/6 (opened 3/29/24)
Coord: Alice Ting

Front Line
High-RiskBispecific

UCI 24-170
Intravenous Gammagard Liquid 

(Immune Globulin Infusion, 10%) for 
Primary Infection Prophylaxis 

Compared With Secondary Infection 
Prophylaxis in Adult Subjects With 
Multiple Myeloma Receiving B-Cell 
Maturation Antigen×CD3–Directed 

Bispecific Antibody Therapy
Accrual: 0/10

Coord: Alice Ting

UCI 25-221 (NEW)
A Phase III, Multicentre Study to Evaluate 
Consolidation Treatment with AZD0120 vs 

ASCT, in Participants with Newly Diagnosed 
Multiple Myeloma who are Transplant 

Eligible

Accrual: TBA

Coord: Stephanie Osorio

UCI 25-220 (NEW)
A Phase III Open-Label, Randomised, 

Multicentre Study of Consolidation with a 
Single Administration of AZD0120 Compared 

with Continuous Standard Therapy in 
Participants with NDMM Who Are Not 

Planned to Receive ASCT as Initial Therapy

Accrual: 0/5

Coord: Stephanie Osorio

Presenter Notes
Presentation Notes

UCI 24-170
Inclusion
The subject must have a documented diagnosis of MM according to the guidelines by the IMWG before enrollment. 
Subjects who recently started teclistamab within the first 8 weeks of their planned treatment schedule and are planned to receive teclistamab for the next 12 months

UCI 21-221
Inclusion 
Participant must have screening bone marrow aspirate, and/or archival sample adequate for clonal sequence calibration for MRD, or data of MRD clonal sequence calibration. 
Participants must be greater than 18 years at ICF1 and projected to be at least 18 years and less than 71 years at the time of signing the informed consent form for step 2 screening (ICF2)
Participant must be intended to receive ASCT as consolidation after induction therapy
Participant must be planned to receive, or be initiated onto, 4 to 6 cycles of induction with any of the following regimens: antiCD38+VRd, VRd, DRd, or DVTd.
Exclusion
Frailty index of ≥ 2 according to Myeloma Geriatric Assessment score
Participant has a known active, or prior history of central nervous system involvement or exhibits clinical signs of meningeal involvement of MM
Participant has significant neurological or psychiatric condition 
Participant has primary amyloidosis, active plasma cell leukaemia
Participant has a history of a prior non-haematological malignancy


UCI-23-158
Inclusion: 
ECOG le 2
Confirmed MM
Clonal bone marrow plasma cells ge 10% or biopsy prove bony or extramedullary plasmacytoma + evidence of end-organ damage or myeloma-defining event 
Evidence of adequate bone marrow reserves 
Adequate hepatic, renal and cardiac function

Exclusion 
Known CNS involvement with MM 
rapidly progressive symptomatic disease 
Participants with non-secretory MM, active plasma cell leukemia
a known history of allergic reactions attributed to compounds of similar chemical or biologic composition to linvoseltamab 
Vaccination within 28 days prior to first study drug administration with a vector that has replicative potential.
Known hypersensitivity to both allopurinol and rasburicase



https://www.dropbox.com/scl/fi/14hornanrdoibu0dzfx4z/UCI-23-158.pdf?rlkey=glrtg6c6r56srefitp3hzuu38&st=tl97g8l4&dl=0
https://www.dropbox.com/scl/fi/14hornanrdoibu0dzfx4z/UCI-23-158.pdf?rlkey=glrtg6c6r56srefitp3hzuu38&st=tl97g8l4&dl=0
https://www.dropbox.com/scl/fi/14hornanrdoibu0dzfx4z/UCI-23-158.pdf?rlkey=glrtg6c6r56srefitp3hzuu38&st=tl97g8l4&dl=0
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Relapsed/Refractory

Maintenance

Molecularly-Driven

2nd Line+

3rd Line+

ALLIANCE-A062102 
Iberdomide Maintenance 

Therapy Following 
Idecabtagene Vicleucel CAR-T 

in R/R MM
Accrual: 0/5

Coord: Michael Kunicki 

UCI 25-62 (NEW)
EXPANDED ACCESS 

PROTOCOL (EAP) FOR 
SUBJECTS RECEIVING 

IDECABTAGENE VICLEUCEL 
THAT IS NONCONFORMING 
FOR COMMERCIAL RELEASE

Accrual: 0/5
Coord: Judit Castellanos

UCI 25-116
ANTITUMOR ACTIVITY OF 

SIM0500, IN PARTICIPANTS
WITH R/R MULTIPLE MYELOMA

Accrual: 0/5
Coord: Judit Castellanos, 
Stephanie Osorio

UCI 24-170
Ph III Gammagard Liquid for 

Primary Infection Prophylaxis Vs 
Secondary Infection prophylaxis 

in MM
Accrual: 0/8

Coord: Alice Ting

UCI 26-07 ​(NEW)

Phase 3 Randomized Study Comparing JNJ-
79635322 versus Teclistamab in 

Participants with Relapsed or Refractory 
Multiple Myeloma who Have Received 1-3 

Prior Lines of Therapy

Accrual: TBA
Coord: Stephanie Osorio

UCI 26-33 ​(NEW)

Expanded Access Program for 
Mezigdomide (in combination 

with Carfilzomib/dex or 
Bortezomib/dex) For Patients 

with Relapsed/Refractory 
Multiple Myeloma 

(RRMM)Accrual: 0/1
Coord: Stephanie Osorio

UCI 26-52 ​(NEW)
A Phase IB, Multi-center, study of 
talquetamab in combination with 
iderdomide and Dexamethasone 
for the treatment of Relapsed or 

Refractory Multiple Myeloma
Accrual: 0/5

Coord: Stephanie Osorio

Presenter Notes
Presentation Notes
​
​
UCI 25-62​
Inclusion​
Subject has multiple myeloma who was, per the treating physician assessment, eligible for treatment with ide-cel per the approved prescribing information.​
Subject had a subject-specific batch of ide-cel manufactured intended for commercial treatment; however, the final manufactured product was nonconforming and did not meet commercial release criteria. The Sponsor Internal Review Process has determined that the nonconforming ide-cel may be released for use under the EAP. 5. Remanufacturing (eg, repeat leukapheresis and manufacturing) is deemed not feasible or clinically inappropriate per assessment of the treating physician in discussion with the subject. The reason for not choosing to remanufacture or to undergo a second leukapheresis must be documented in source documentation and captured on the case report form (CRF)​
​
UCI 25-116​
Inclusion​
Have documented initial diagnosis of multiple myeloma according to IMWG diagnostic criteria (See appendix 13.10).​
Participants with measurable multiple myeloma, who are refractory to, or intolerant of, established therapies known to provide clinical benefit in multiple myeloma. The participants must have received ≥3 prior lines of therapy and prior lines of therapy must include a PI, an IMiD, and an anti-CD38 monoclonal antibody in any order during the course of treatment.​
Measurable disease at screening as defined by any of the following: • ​
Serum monoclonal paraprotein (M-protein) level ≥0.5 g/dL or urine M-protein level ≥ 200 mg/24 hours; or •​
Light chain MM without measurable M-protein in the serum or the urine: Serum free light chain ≥ 10 mg/dL and abnormal serum free light chain ratio. ​
Exclusion​
Prior treatment of both GPRC5D and BCMA. (Previous use of either anti-BCMA or antiGPRC5D targeted therapy is permitted.) ​
Gene modified adoptive cell therapy (eg, CAR-T, natural killer [NK] cells) within 12 weeks​
​
UCI 24-170​
Inclusion​
The subject must have a documented diagnosis of MM according to the guidelines by the IMWG before enrollment. ​
Subjects who recently started teclistamab within the first 8 weeks of their planned treatment schedule and are planned to receive teclistamab for the next 12 months​
​
A062102​
Diagnostically confirmed MM in response status of SD or better by IMWG criteria at day 80-110 post-infusion of ide-cel ​
Must have received ide-cel CAR-T within 80-110 days of registration ​
4 prior lines of MM therapy ​
Not iberdomide refractory ​
ECOG Performance Status less than or equal to 2​
Not pregnant and not nursing​
 No comorbid conditions (POEMS, amyloidosis, prior or concurrent malignancy, HIV, Hepatitis B/C. Patients receiving other treatments ​
​
​
​UCI-26-07 

Inclusions:
-Disease: Relapsed/Refractory Multiple Myeloma
-Prior Therapy: 1-3 prior lines
-Measurable disease required (M-protein or FLC)
-ECOG: 0-2

Exclusions:
-No prior CAR-T or bispecific antibodies (BCMA/GPRC5D-targeted)
-No plasma cell leukemia or active CNS disease
-No major cardiac events within 6 months
-No high-dose steroids within 14 days
​
​
​26-52
 INCLUSION 
Confirmed R/R MM per IMWG criteria with evidence of progressive disease
Dose Escalation: TCE RRMM (PI + IMiD + anti-CD38) after ≥3 prior lines of therapy
Dose Expansion: Lenalidomide-refractory, TCE RRMM with ≥2 prior lines of therapy; prior BCMA-targeted therapy allowed (CAR T, belantamab, BCMA bispecific)
Measurable disease (serum M-protein, urine M-protein, or abnormal FLC ratio)�
 EXCLUSION 
Prior GPRC5D-targeted bispecific antibody or GPRC5D CAR T-cell therapy
Prior treatment with Iberdomide
Active POEMS syndrome, AL amyloidosis, primary plasma cell leukemia, or active CNS/leptomeningeal myeloma
Prior allogeneic SCT within 6 months; if >6 months, must be off immunosuppression and without active GVHD
Active second malignancy requiring treatment (exceptions for fully treated/low-risk cancers)


​

https://www.dropbox.com/scl/fi/g1tcvh3z70vbmcougnek0/A062102-Eligibility.pdf?rlkey=m51t28p6c5ytbbw3gr1a7s8ai&st=mefj91or&dl=0
https://www.dropbox.com/scl/fi/g1tcvh3z70vbmcougnek0/A062102-Eligibility.pdf?rlkey=m51t28p6c5ytbbw3gr1a7s8ai&st=mefj91or&dl=0
https://www.dropbox.com/scl/fi/g1tcvh3z70vbmcougnek0/A062102-Eligibility.pdf?rlkey=m51t28p6c5ytbbw3gr1a7s8ai&st=mefj91or&dl=0
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Other

UCI 26-51 ​(NEW)
A Phase 3, Prospective, Open-label 

multicenter, single-arm study to 
investigate the efficacy, safety and 

pharmockinetics of IgPro20 in Subjects 
with Secondary Immune Deficiency due 

to Hematologic 

Accrual: TBD
Coord: Stephanie Osorio

Presenter Notes
Presentation Notes
26-51
Inclusion Criteria
Age ≥ 18 years at time of informed consent
Confirmed diagnosis of a B-cell hematologic malignancy (MM, CLL, NHL, or B-ALL)
≥ 2 months post CAR T-cell therapy OR ≥ 1 month after initiation of BiTE therapy
Documented partial or complete response to CAR T-cell or BiTE therapy
IgG levels at Screening determine cohort assignment
Life expectancy > 18 months per investigator judgment
Subjects of childbearing potential must agree to use acceptable contraception
Able to provide written informed consent and comply with all study procedures
�Exclusion Criteria
History of conditions where IgRT is already indicated (eg, PID, CIDP)
TEE within 6 months prior to Screening
ECOG performance status > 1
Severe or uncontrolled organ disease
Active HIV, HBV, HCV, or TB infection
Uncontrolled systemic infection at time of treatment
Currently on prohibited therapies
Likely to undergo another CAR T-cell therapy or HSCT during the study
HSCT within 12 months of Screening
Pregnant or breastfeeding
Enrolled in another interventional clinical study
Any condition making the subject unsuitable for participation per investigator judgment
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Relapsed/Refractory

ETCTN-10717 (New)
 

Accrual: 0/2

Coord: Stephanie Osorio

Presenter Notes
Presentation Notes
ETCTN-10717 

 INCLUSION 
-One of the following aggressive B-cell NHL subtypes:
-Double-expressor lymphoma (DEL)
-High-grade B-cell lymphoma (HGBL) with MYC and BCL2 and/or BCL6 rearrangement
-Burkitt lymphoma (BL)
-≥ 2 prior lines of treatment for DLBCL/DEL/HGBL OR ≥ 1 prior line for Burkitt lymphoma
-Disease for which no standard curative or palliative treatment options exist or remain effective
-No clinical evidence of CNS lymphoma
-Patients with cytopenia related to bone marrow involvement or post-CAR T-cell therapy are allowed if deemed safe by the treating provider
�EXCLUSION 
-Has not recovered from clinically significant AEs of prior cancer immunotherapy (must be Grade ≤1, except alopecia or lymphopenia)
-Currently receiving any other investigational agents
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S1918 (SUSPENDED)
R-miniCHOP w/ or w/o oral Azacititine 

in patients 75 y/o or older 

Accrual: 5/10

Coord: Melisa Duvnjak

Newly diagnosed

UCI 24-22 (OPEN TO ACCRUAL)
Loncastuximab Tesirine and Rituximab 
(Lonca-R) Followed by DA-EPOCH-R in 
Previously Untreated High-risk Diffuse 

Large B-cell Lymphoma

Accrual: 0/1

Coord: Melissa D.

UCI 23-19 (suspended)
PhIII Odronextamab Comb w/CHOP vs 

Rituximab Comb w/CHOP

Accrual: 0/5 

Coord: Melisa D.

26-59 (New)
A Phase III study to Evaluate The Efficacy 

of Surovatamig Combined with Rituximab, 
Cyclophosphamide, Doxorubicin, 

Vincristine, and Prednisone (R-Chop) in 
previously untreated Large B-Cell 

Lymphoma 

Accrual: 0/3

Coord: Stephanie Osorio

Presenter Notes
Presentation Notes
UCI 24-22
Inclusion
Histologically or cytologically confirmed untreated DEL and DHL diffuse large B-cell lymphoma (DLBCL) meeting the World Health Organization (WHO) criteria for DEL – MYC greater than 40% and BCL2 greater than 50% by immunohistochemistry, or high-grade B-cell lymphoma with MYC and BCL2 and/or BCL6 rearrangements (double-hit and/or triple-hit are included)
Exclusion
Current/ prior use of: 
Lymphoma treatment, except for: 
i) 1 cycle of DA-EPOCH-R or R-CHOP 
ii) Radiotherapy >2 weeks of initiating study treatment 
iii) Nitrosoureas or mitomycin C >6 weeks of initiating study treatment 
iv) Steroid treatment for DLBCL or steroid monotherapy to stabilize disease while awaiting FISH.

26-59 

INCLUSION
-Age 18–79; signed informed consent
-Histologically confirmed, untreated CD19/CD20+ LBCL (WHO-HEM5)
-Stage I bulky – Stage IV; IPI 2–5
-Measurable, FDG-avid disease on PET/CT
-Tumor tissue available (fresh preferred)
-Eligible for 6 cycles of curative-intent R-CHOP or Pola-R-CHP
-HIV/HBV/HCV/TB/SARS-CoV-2 screening requirements met
-Adequate contraception; negative pregnancy test
�
 EXCLUSION
-Excluded lymphoma subtypes (Burkitt, primary mediastinal, CNS, plasmablastic, CD20-negative, Richter's, indolent lymphoma history)
-Prior systemic anti-lymphoma therapy (except pre-phase steroids ± vincristine)
-Prior mediastinal/pericardial radiotherapy
-Concurrent immunosuppression or investigational drug within 30 days
-Major surgery within 14 days
-Uncontrolled or clinically significant other malignancy
-Significant cardiac disease (NYHA III/IV, recent MI/stroke, uncontrolled arrhythmia)
-Active/uncontrolled infection, active CMV, chronic EBV, HTLV-1 (endemic), PML history, or active SARS-CoV-2
-History of HLH, high-grade CRS/ICANS from prior T-cell therapy, or active autoimmune disease requiring immunosuppression
-Baseline grade ≥2 peripheral neuropathy
-Live vaccine within 28 days prior to randomization
�

https://www.dropbox.com/scl/fi/7bxekfqpvzu3can1j7hjv/S1918.pdf?rlkey=hsgmwpbg4n08i6qcmcbzjimih&st=gml2526b&dl=0
https://www.dropbox.com/scl/fi/63f4qu7e0istvnc624dd7/UCI-23-19.pdf?rlkey=xyryn5ojrevcyjegaifz5og4z&st=yxoy8hvc&dl=0
https://www.dropbox.com/scl/fi/63f4qu7e0istvnc624dd7/UCI-23-19.pdf?rlkey=xyryn5ojrevcyjegaifz5og4z&st=yxoy8hvc&dl=0
https://www.dropbox.com/scl/fi/63f4qu7e0istvnc624dd7/UCI-23-19.pdf?rlkey=xyryn5ojrevcyjegaifz5og4z&st=yxoy8hvc&dl=0


Open to Accrual Low Accruing Pending Activation/Suspended

Di
ff

us
e 

La
rg

e 
B-

Ce
ll 

Ly
m

ph
om

a

Trial Flowchart MAR_2026 20

UCI 20-126 (suspended)
CB-010, CRISPR-edited allogeneic anti-

CD19 CAR-T cell therapy

Accrual: 7/10

Coord: Michael K.

Primary Relapsed/Refractory Secondary Relapsed/Refractory

Relapsed/Refractory

Presenter Notes
Presentation Notes
UCI 20-126�Inclusion�- histologically confirmed aggressive B-NHL of one of the following types: For Part A: DLBCL NOS, HGBL, tFL, PMBCL, FL, MZL and MCL; For Part B: DLBCL NOS, HGBL, tFL, and PMBCL. Must have documented CD19+ disease and underwent adequate prior chemotherapy. Must not have history of prior therapy with an anti-CD19 targeting agent (Part A only)


https://www.dropbox.com/scl/fi/hnxbdqg669ia2xnl8seqt/UCI-20-126-Eligibility-Schema.pdf?rlkey=p1a52rql4k13zoawfmywavqcc&st=asd8py00&dl=0
https://www.dropbox.com/scl/fi/hnxbdqg669ia2xnl8seqt/UCI-20-126-Eligibility-Schema.pdf?rlkey=p1a52rql4k13zoawfmywavqcc&st=asd8py00&dl=0
https://www.dropbox.com/scl/fi/hnxbdqg669ia2xnl8seqt/UCI-20-126-Eligibility-Schema.pdf?rlkey=p1a52rql4k13zoawfmywavqcc&st=asd8py00&dl=0
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S2114
Consolidation therapy 

following CD19 CAR T-cell tx

Accrual: 0/6

Coord: Michael Kunicki

Tertiary Relapsed/Refractory

Relapsed/Refractory
Molecularly-Driven

2+ Lines

UCI 23-114
Safety and Efficacy of IMPT-314, a 

CD19/20 Bispecific Chimeric Antigen 
Receptor (CAR) T Cell Therapy in B-cell 

NHL
Accrual: 8/10

Coord: Michale Kunicki

Presenter Notes
Presentation Notes
UCI 24-12
Inclusion
CAR-T/HCT R/R or ineligible DLBCL from the following histologies: DLBCL not otherwise specified (NOS) (GCB and non-GCB DLBCL)
- Participant has a life expectancy ≥ 12 weeks
Echocardiogram with ejection fraction ≥ 50%
Adequate hematologic function independent of growth factor or transfusion support within 14 days prior to enrollment, Adequate renal and hepatic function, and Adequate coagulation factor levels
Exclusion
Previously treated with a BTK degrader

S2114�Inclusion�- histologically confirmed diagnosis of DLBCL or FL grade 3b or PMBCL�- at least one lesion >1.5cm (bi-dimentionally measured)�- asymptomatic if CND involved and have transformed from FL or MZL if�Exclusion�- transformed DLBCL and have h/o CLL/SLL, Richter's transformation or mantle cell lymphoma

​
UCI 23-114​
Inclusion​
Histologically confirmed aggressive NHL with either DLBCL, DLBCL from follicular lymphoma, primary mediastinal + large B-cell lymphoma, High-grafde large B-cell lymphoma w/ or w/out MYC and BLC2 and/or BCL6, and Grade 3B follicular lymphoma​
Received at least two prior lines of therapy for Cohorts 1, 2, and 4 and one prior line of therapyfor Cohort 3​
International Prognostic Index (IPI) score GE 3​
Must have a positive interim PET per the Lugano Classification ​
Double-hit or triple-hit lymphoma (MYC and BCL2 and/or BCL6 rearrangements)​
Relapsed or refractory disease​
At least 1 measurable lesion​
ECOG 0 or 1​
Adequate renal, hepatic, pulmonary, and cardiac function​
Willing and able to undergo at least one leukapheresis procedure​
Exclusion​
History of malignancy other than non-melanoma skin cancer or carcinoma in situ unless disease free for 3 years​
Active CNS involvement by malignancy​
. History of cardiac lymphoma involvement or Epstein-Barr virus (EBV)+ lymphoma​
Experiencing non-hematologic toxicities due to prior therapy​
History of allogeneic stem cell or solid organ transplantation​
History of autoimmune disease​
Receipt of a live vaccine within 4 weeks prior to enrollment/leukapheresis​
 Presence of any in-dwelling line or drain




https://www.dropbox.com/scl/fi/gjnaqetuxg80ug2za6zz7/S2114.pdf?rlkey=abp488vqxuvjo0cr62ikzhxtj&st=cqzzbk74&dl=0
https://www.dropbox.com/scl/fi/al2duda5xtzzeoawg0jot/UCI-23-114-Eligibility.pdf?rlkey=bu2whv8un8qgprf68xl5chwxk&st=30mb6ikb&dl=0
https://www.dropbox.com/scl/fi/al2duda5xtzzeoawg0jot/UCI-23-114-Eligibility.pdf?rlkey=bu2whv8un8qgprf68xl5chwxk&st=30mb6ikb&dl=0
https://www.dropbox.com/scl/fi/al2duda5xtzzeoawg0jot/UCI-23-114-Eligibility.pdf?rlkey=bu2whv8un8qgprf68xl5chwxk&st=30mb6ikb&dl=0
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26-64 (New)
A randomized, Open Label Study Evaluating 
the Efficacy and Safety of Cemacabtagene 

Ansegedleucel in Participants with Minimal 
Residual Disease After Response to First Line 
therapy for Large B-Cell Lymphoma (Alpha3) 

Accrual: 0/3

Coord: Judit Castellanos, Stephanie Osorio

MRD+ Consolidation/Pre-
Emptive Therapy

Presenter Notes
Presentation Notes
26-64
INCLUSION
-Histologically confirmed LBCL — one of the following:
-DLBCL NOS, EBV+ DLBCL, DLBCL with IRF4/MUM1 rearrangement
-High-grade B-cell lymphoma NOS or with MYC/BCL2/BCL6 rearrangements
-Primary mediastinal B-cell lymphoma
-At least one high-risk feature: IPI 2–5, Stage III/IV, or Stage I/II with equivocal interim/EOT PET response
-Completed full standard 1L therapy including anthracycline + anti-CD20 agent
-Achieved CR or PR suitable for observation at EOT (Lugano 2014)
-MRD-positive by ctDNA testing (3–8 weeks post-EOT)
-Remains in response on PET/CT within 5 weeks of randomization
 EXCLUSION
-CNS lymphoma (primary or secondary)
-Transformed lymphoma (follicular, marginal zone, Richter’s)
-T-cell/histiocyte-rich LBCL
-Prior anti-CD19 targeted therapy
-Any anti-cancer treatment after MRD sample collection
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Newly diagnosed

Low Grade

SWOG S2308
MOSUNETUZUMAB VS. 

RITUXIMAB FOR LOW TUMOR 
BURDEN FOLLICULAR 

LYMPHOMA

Accrual: 0/5 

Coord: Melisa Duvnjak

S1918 (SUSPENDED)
R-miniCHOP w/ or w/o oral 

Azacititine in patients 75 y/o or 
older 

Accrual: 5/10

Coord: Melisa Duvnjak

≥75 years

Presenter Notes
Presentation Notes

SWOG 2308
Inclusion
Participants must have a histologically confirmed diagnosis of Classic Follicular Lymphoma (cFL). 
Participants must not have Follicular Lymphoma with “blastoid” or “large centrocyte” cytological features, or Follicular large B-cell lymphoma (FLBL)
Participants must not have had prior systemic therapy for follicular lymphoma. Radiation therapy for a previous diagnosis of early-stage follicular lymphoma is allowed. 
�

https://www.dropbox.com/scl/fi/v5ftx6t1h2guck7ci8upi/S2308-Eligibility-Schema.pdf?rlkey=9zdrth7l0c80acw9q9liauww3&st=y1al6t8w&dl=0
https://www.dropbox.com/scl/fi/iv3mtgt6jz4tmgzut9any/S1918-Schema-Eligibility.pdf?rlkey=l1vqdfnb66y88mokjwa25jvcd&st=r9bunm2z&dl=0
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UCI 22-134 
Oral AS-1763 in patients w/ 

previously treated CLL/SLL or 
NHL

Accrual: 5/9 

Coord: Kelsey McAbee

S2114
Consolidation therapy 

following CD19 CAR T-cell tx

Accrual: 0/6

Coord: Michael Kunicki

Relapsed/Refractory

2nd Line+ Consolidation3rd Line+ Maintenance

UCI 21-95
Acalabrutinib Maintenance 

Following Cellular Therapy for 
LBCL Patients at High Risk for 

Relapse

Accrual: 0/5

Coord: Michael Kunicki

Presenter Notes
Presentation Notes
​
UCI 22-134​�Inclusion​�- histologically confirmed B-cell malignancy (CLL/LL, WM, MCL, MZL, or FL) meeting the criteria for systemic treatment​�- at least 1 radiographically measurable lesion for SLL, MCL, MZL, or FL​�- failed at least 2 lines of prior systemic therapy​�Exclusion​�- Richter's transformation prior to or during screening​�- prior auto/allo transplant or CAR-T <30 days​�​
S2114​�Inclusion​�- histologically confirmed diagnosis of DLBCL or FL grade 3b or PMBCL​�- at least one lesion >1.5cm (bi-dimentionally measured)​�- asymptomatic if CND involved and have transformed from FL or MZL if​�Exclusion​�- transformed DLBCL and have h/o CLL/SLL, Richter's transformation or mantle cell lymphoma​
​�UCI 24-12​ (Closed to accrual)
Inclusion​
CAR-T/HCT R/R or ineligible DLBCL from the following histologies: DLBCL not otherwise specified (NOS) (GCB and non-GCB DLBCL)​
- Participant has a life expectancy ≥ 12 weeks​
Echocardiogram with ejection fraction ≥ 50%​
Adequate hematologic function independent of growth factor or transfusion support within 14 days prior to enrollment, Adequate renal and hepatic function, and Adequate coagulation factor levels​
Exclusion​
Previously treated with a BTK degrader​
​
UCI 21-95​
Inclusion​
One of the following:​
Patients undergoing autologous stem cell transplantation (ASCT) or any FDA-approved chimeric antigen receptor (CAR) T-cell therapy product for:​
High grade B-cell lymphoma (double or triple hit) with rearrangements in bcl-2 and/or bcl-6, and rearrangement in myc ​
Large B-cell lymphoma with a history of secondary CNS involvement ​
Histologic transformation of indolent lymphoma to large B-cell lymphoma, including marginal zone lymphoma, follicular lymphoma, chronic lymphocytic leukemia (CLL), small lymphocytic lymphoma (SLL), lymphoplasmacytic leukemia, or Waldenstrom’s macroglobulinemia ​
High risk international prognostic index (IPI) score 4 or 5 at diagnosis or at relapse​
Refractory to first-line chemoimmunotherapy or relapses within 12 months of first-line chemoimmunotherapy​
*For patients undergoing autoHCT, only non-GCB subtype will be included​
- Patients undergoing allogeneic hematopoietic cell transplantation (alloHCT) for large B-cell lymphoma ​
Requirements for post-ASCT and post-alloHCT participants: ​
Disease status of partial response (PR) or complete response (CR) prior to transplantation ​
Receive reduced-intensity conditioning regimen ​
Enrollment no later than day +90​
Requirements for post-CAR T-cell therapy participants:​
Disease status of PR or CR after post-CAR T-cell therapy PET at 1-3 months ​
Enrollment no later than day +104​
Exclusion​
GCB subtype for patients undergoing autoHCT​
Cord blood as donor source in alloHCT ​
New York Heart Association Class III or IV ​

https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&st=q3ubul97&dl=0
https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&st=q3ubul97&dl=0
https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&st=q3ubul97&dl=0
https://www.dropbox.com/scl/fi/gjnaqetuxg80ug2za6zz7/S2114.pdf?rlkey=abp488vqxuvjo0cr62ikzhxtj&st=u9a9wf4h&dl=0
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Relapsed/Refractory

Cell Therapy

UCI 23-114
Safety and Efficacy of IMPT-314, a 

CD19/20 Bispecific Chimeric Antigen 
Receptor (CAR) T Cell Therapy in B-cell 

NHL
Accrual: 8/10

Coord: Michael Kunicki

UCI 20-126 (suspended)
CB-010, CRISPR-edited allogeneic 

anti-CD19 CAR-T cell therapy

Accrual: 7/10

Coord: Michael K.

UCI 25-70 (NEW)
Ph III of LYL314 in 2L for R/R B-Cell NHL

Accrual: 0/7

Coord: Michael K.

UCI 25-63
EAP for Lisocabtagene Maraleucel 
(liso-cel) that is Nonconforming for 

Commercial Release

Accrual: TBD

Coord: Michael Kunicki 

Presenter Notes
Presentation Notes
UCI 23-114
Inclusion
Confirmed aggressive NHL 
Received at least 2 prior lines of therapy for Cohorts 1, 2, 4 and one prior line for Cohort 3
Relapsed or refractory disease
At least one measurable lesion 
ECOG 0 OR 1 and ECOG 0-2 for cohort 5 
Willing and able to remain within 60 minutes of travel time to the study site until 14 days after the time of LYL314 administration
Willing and able to undergo at least one leukapheresis procedure.
Exclusion
History of malignancy other than non-melanoma skin cancer or carcinoma 
History of cardiac lymphoma or Epstein Barr virus lymphoma 
Received radiation therapy within 3 weeks prior to enrollment/leukapheresis
History of allogeneic stem cell or solid organ transplantation 
Receipt of autologous stem cell transplantation within 6 weeks prior to enrollment/leukapheresis
Presence of any in-dwelling line or drain 


UCI 25-04
Inclusion
One of the following NHL subtypes (histology must have been confirmed within 12 months of screening): ­ DLBCL,­ FL Grade 1, 2 or 3A (FL Grade 3B is considered under the subtypes of DLBCL), ­ MZL, ­ MCL, ­ BL, ­ PCNSL, ­ DLBCL-RT, ­ High-Grade B-cell Lymphoma (HGBL), ­ CLL/SLL 
FL and MZL 3L+ (Cohort 3):  Relapsed/refractory disease after at least 2 prior lines of therapy, unless all available therapies were administered in the first line 

UCI 25-63

UCI 25-70�

https://www.dropbox.com/scl/fi/al2duda5xtzzeoawg0jot/UCI-23-114-Eligibility.pdf?rlkey=bu2whv8un8qgprf68xl5chwxk&st=30mb6ikb&dl=0
https://www.dropbox.com/scl/fi/al2duda5xtzzeoawg0jot/UCI-23-114-Eligibility.pdf?rlkey=bu2whv8un8qgprf68xl5chwxk&st=30mb6ikb&dl=0
https://www.dropbox.com/scl/fi/al2duda5xtzzeoawg0jot/UCI-23-114-Eligibility.pdf?rlkey=bu2whv8un8qgprf68xl5chwxk&st=30mb6ikb&dl=0
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UCI 22-134 
Oral AS-1763 in patients w/ 

previously treated CLL/SLL or NHL

Accrual: 5/9

Coord: Kelsey McAbee

Relapsed/Refractory
Cell Therapy

3rd Line+

Molecularly-Driven
2+ Lines

Presenter Notes
Presentation Notes
UCI 22-134
Inclusion�- histologically confirmed B-cell malignancy (CLL/LL, WM, MCL, MZL, or FL) meeting the criteria for systemic treatment�- at least 1 radiographically measurable lesion for SLL, MCL, MZL, or FL�- failed at least 2 lines of prior systemic therapy�Exclusion�- Richter's transformation prior to or during screening�- prior auto/allo transplant or CAR-T <30 days
��UCI 24-12 (closed to accrural)
Inclusion
- FL (grades 1-3b) 
- Participant has a life expectancy ≥ 12 weeks
Echocardiogram with ejection fraction ≥ 50%
Adequate hematologic function independent of growth factor or transfusion support within 14 days prior to enrollment, Adequate renal and hepatic function, and Adequate coagulation factor levels
Exclusion
Previously treated with a BTK degrader

UCI 25-04
Inclusion
One of the following NHL subtypes (histology must have been confirmed within 12 months of screening): ­ DLBCL,­ FL Grade 1, 2 or 3A (FL Grade 3B is considered under the subtypes of DLBCL), ­ MZL, ­ MCL, ­ BL, ­ PCNSL, ­ DLBCL-RT, ­ High-Grade B-cell Lymphoma (HGBL), ­ CLL/SLL 
MCL 2L+ (Cohort 4):  Relapsed/refractory disease after at least 2 prior lines of therapy  Relapsed/refractory disease after 1 prior line of therapy if a BTK inhibitor was administered in the first line, or if the subject is BTK inhibitor naive, the subject must have progression of disease within 24 months of initiation of first-line therapy (POD24) or be primary refractory15 



https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&e=1&st=wlhxzcqs&dl=0
https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&e=1&st=wlhxzcqs&dl=0
https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&e=1&st=wlhxzcqs&dl=0
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UCI 22-134 
Oral AS-1763 in patients w/ 

previously treated CLL/SLL or NHL

Accrual: 5/9 

Coord: Kelsey McAbee

Relapsed/Refractory

3rd Line+

Molecularly-DrivenEBV+

2 + Lines

Presenter Notes
Presentation Notes
UCI 22-134�Inclusion�- histologically confirmed B-cell malignancy (CLL/LL, WM, MCL, MZL, or FL) meeting the criteria for systemic treatment�- at least 1 radiographically measurable lesion for SLL, MCL, MZL, or FL�- failed at least 2 lines of prior systemic therapy�Exclusion�- Richter's transformation prior to or during screening�- prior auto/allo transplant or CAR-T <30 days

UCI 24-12
Inclusion
- FL (grades 1-3b) 
- Participant has a life expectancy ≥ 12 weeks
Echocardiogram with ejection fraction ≥ 50%
Adequate hematologic function independent of growth factor or transfusion support within 14 days prior to enrollment, Adequate renal and hepatic function, and Adequate coagulation factor levels
Exclusion
- Previously treated with a BTK degrader
�UCI 25-04
Inclusion
One of the following NHL subtypes (histology must have been confirmed within 12 months of screening): ­ DLBCL,­ FL Grade 1, 2 or 3A (FL Grade 3B is considered under the subtypes of DLBCL), ­ MZL, ­ MCL, ­ BL, ­ PCNSL, ­ DLBCL-RT, ­ High-Grade B-cell Lymphoma (HGBL), ­ CLL/SLL 
FL and MZL 3L+ (Cohort 3):  Relapsed/refractory disease after at least 2 prior lines of therapy, unless all available therapies were administered in the first line 






https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&st=7cic4nyk&dl=0
https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&st=7cic4nyk&dl=0
https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&st=7cic4nyk&dl=0
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S1925
Venetoclax+Obnutumab early 

intervention vs. delayed therapy in 
asymptomatic high-risk CLL/SLL

Accrual: 5/10

Coord: Michael Kunicki 

Newly diagnosed

High-Risk Front Line

UCI 25-192 (New)
Randomized Study of Sonrotoclax 

(BGB-11417) Plus Zanubrutinib 
(BGB-3111) Compared with 

Venetoclax Plus Acalabrutinib in 
Patient with Previously Untreated 

CLL

Accrual: 0/7

Coord: Stephanie Osorio

UCI 25-205 (New)
Long-term follow-up of ibrutinib 
plus venetoclax in patients with 

treatment-naïve CLL/SLL

Accrual: 0/6

Coord: Stephanie Osorio

Follow Up

Presenter Notes
Presentation Notes
S1925  
Inclusion�- newly diagnosed CLL/SLL <12 months �- CLL-IPI score �- ≥ 4 and/or complex cytogenetics (defined as 3+ chromosomal abnormalities)�Exclusion: prior therapy w/ antiCD20 monoclonal antibodies�
UCI 25-192
Inclusion
Confirmed diagnosis of CLL that meets the iwCLL criteria [20]: 
a. Clonal, either kappa or lambda light chain restricted, monoclonal B cells that are coexpressing CD5 surface antigen together with B-cell antigens CD19, CD20, and CD23. 
b. Clonal B-cells ≥ 5 x 109 /L in peripheral blood at any time point since the initial diagnosis. 
c. Absence of t(11:14) in FISH
Symptomatic or functional extranodal involvement (eg, skin, kidney, lung, and spine).
Exclusion
Previous systemic treatment for CLL. (Note: Up to 4 doses of anti-CD-20 antibody specifically for autoimmune cytopenia is allowed; the last dose should be given ≥ 6 months before screening).
Known prolymphocytic leukemia or history of, or currently suspected, Richter’s transformation
Patients with a history of confirmed progressive multifocal leukoencephalopathy (PML)
Requires the use of warfarin, marcumar, phenprocoumon (because of potential drug-drug interactions with venetoclax that may potentially increase the exposure of warfarin or phenprocoumon), or vitamin K antagonist. 
Receiving treatment with any moderate or strong CYP3A4 inhibitor or strong CYP3A4 inducer (Appendix XX) (≤ 14 days or 5 half-lives, whichever is shorter) before the first dose of study drug, or requiring ongoing treatment with a moderate or strong CYP3A inhibitor or a strong CYP3A inducer. 
At time of enrollment, receiving systemic corticosteroids unless administered for adrenal replacement. 

25-205
Inclusion
- Previously enrolled into the CAPTIVATE study.

https://www.dropbox.com/scl/fi/uo69x2je778xu6iwzaext/S1925.pdf?rlkey=vei13s0v7948vhoxe973s317s&st=5kjo3db2&dl=0
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UCI 22-134 
Oral AS-1763 in patients w/ 

previously treated CLL/SLL or NHL

Accrual: 5/9

Coord: Kelsey McAbee

Relapsed/Refractory

2nd Line+3rd Line+

UCI 24-190
A Phase III Study of Sonrotoclax Plus 

Anti-CD20 Antibody Therapies Versus 
Venetoclax + Rituximab in Patients With 

R/R CLL/SLL

Accrual: 1/7

Coord: Kelsey  McAbee

UCI 24-32
Epcoritamab as Consolidation Therapy 

for High-risk Patients with Chronic 
Lymphocytic Leukemia on Bruton 

Tyrosine Kinase Inhibitor

Accrual: 0/24

Coord: Kelsey McAbee

UCI 25-148 (New)
IgPro20 in Subjects with Chronic 
Lymphocytic Leukemia / Small 
Lymphocytic Lymphoma and 

Secondary Hypogammaglobulinemia 
Experiencing Severe or Recurrent 

Infections 

Accrual: 0/5

Coord: Stephanie Osorio

UCI 26-36 (New)

 A Single-arm, Phase 2, Open-label, Multicenter Study 
to Evaluate NX-5948 in Adults with 
Relapsed/Refractory (R/R) Chronic Lymphocytic 
Leukemia (CLL) or Small Lymphocytic Lymphoma 
(SLL) Previously Exposed to a Bruton’s Tyrosine 
Kinase Inhibitor (BTKi) and a B-cell Lymphoma-2 
Inhibitor (BCL-2i) 

Accrual: 0/5

Coord: Stephanie Osorio

Presenter Notes
Presentation Notes
UCI 22-134�Inclusion�- histologically confirmed B-cell malignancy (CLL/LL, WM, MCL, MZL, or FL) meeting the criteria for systemic treatment�- at least 1 radiographically measurable lesion for SLL, MCL, MZL, or FL�- failed at least 2 lines of prior systemic therapy�Exclusion�- Richter's transformation prior to or during screening�- prior auto/allo transplant or CAR-T <30 days�

UCI 24-190
Inclusion
Patients must have confirmed diagnosis of CLL/SLL that meets the iwCLL criteria 
Patient must have received ≥ 1 prior therapy for CLL/SLL. For each line of therapy, patients must receive at least 2 cycles of this therapy
Exclusion
Known active prolymphocytic leukemia or currently suspected Richter’s transformation (biopsy based on clinical suspicion may be needed to rule out transformation).
Patients with a history of confirmed progressive multifocal leukoencephalopathy.
CNS involvement 

24-32
Inclusion
-Patients with CLL and at least 1 of the following risk factors:
≥1 prior line of therapy before BTKi
17p deletion and/or TP53 mutation
Complex karyotype (≥3 chromosomal abnormalities)
- Treated with a BTKi for ≥ 6 months
- Receiving or able to obtain a commercial supply of BTKi
Measurable residual disease defined as the presence of CLL cells by conventional flow cytometry
Exclusion
CNS involvement 
Active immune-mediated cytopenias
Current or prior Richter’s transformation


UCI 25-148
Inclusion
IgG level of ≤ 5.0 g/L (excluding paraprotein, if relevant)
Diagnosis of CLL or SLL according to the International Workshop on CLL
Exclusion
- Evidence of aggressive CLL / SLL (eg, Richter transformation) at Baseline.




UCI 26-36
INCLUSION 
-Confirmed diagnosis of CLL/SLL meeting iwCLL criteria for diagnosis and systemic treatment
-Measurable disease by CT per iwCLL (≥1 lymph node >1.5 cm)
-Prior exposure to a cBTKi + ncBTKi + BCL-2i (in separate lines or combination)
�
 EXCLUSION 
-Known or suspected prolymphocytic leukemia or Richter's transformation at any time prior to enrollment
-Previously treated with a BTK degrader
-Prior allogeneic HCT (any time)
-Prior CAR T-cell therapy or autologous HCT within <1 year of enrollment
-Known CNS lymphoma or leukemia
-Active second malignancy (exceptions apply for fully treated/in remission cancers)
-Active uncontrolled autoimmune cytopenia requiring new or escalated therapy within 4 weeks prior to enrollment
�


https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&st=vvxc4oqs&dl=0
https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&st=vvxc4oqs&dl=0
https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&st=vvxc4oqs&dl=0
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S2114 
Consolidation therapy following 

CD19 CAR T-cell tx

Accrual: 0/6

Coord: Michael Kunicki

Relapsed/Refractory

Consolidation

Molecularly-Driven

2+ Lines

Presenter Notes
Presentation Notes
S2114�Inclusion�- histologically confirmed diagnosis of DLBCL or FL grade 3b or PMBCL�- at least one lesion >1.5cm (bi-dimentionally measured)�- asymptomatic if CND involved and have transformed from FL or MZL if�Exclusion�- transformed DLBCL and have h/o CLL/SLL, Richter's transformation or mantle cell lymphoma��
UCI 24-12
Inclusion
CAR-T/HCT R/R or ineligible DLBCL 
Participant has a life expectancy ≥ 12 weeks
Echocardiogram with ejection fraction ≥ 50%
Adequate hematologic function independent of growth factor or transfusion support within 14 days prior to enrollment, Adequate renal and hepatic function, and Adequate coagulation factor levels
Exclusion
- Previously treated with a BTK degrader


https://www.dropbox.com/scl/fi/gjnaqetuxg80ug2za6zz7/S2114.pdf?rlkey=abp488vqxuvjo0cr62ikzhxtj&st=77brkor2&dl=0
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UCI 22-134 
Oral AS-1763 in patients w/ 

previously treated CLL/SLL or 
NHL

Accrual: 5/9 

Coord: Kelsey McAbee

Relapsed/Refractory

Cell Therapy

3rd line+

Molecularly-Driven

UCI 23-114
Safety and Efficacy of IMPT-314, a 

CD19/20 Bispecific Chimeric Antigen 
Receptor (CAR) T Cell Therapy in B-

cell NHL

Accrual: 8/10

Coord: Michael Kunicki

2+ Lines UCI 24-174
Efficacy and Safety of ITK Inhibitor 

Soquelitinib Versus Physician's 
Choice Standard of Care 

Treatment (Selected Single Agent) 
in Participants with 

Relapsed/Refractory Peripheral T-
cell Lymphoma Not Otherwise 

Specified, Follicular Helper T-cell 
Lymphomas, or Systemic 

Anaplastic Large-cell Lymphoma

Accrual: 0/5

Coord: Melisa Duvnjak

UCI 21-95
Acalabrutinib Maintenance Following 

Cellular Therapy for LBCL Patients at High 
Risk for Relapse

Accrual: 0/5

Coord: Michael Kunicki

Presenter Notes
Presentation Notes
UCI 22-134
Inclusion�- histologically confirmed B-cell malignancy (CLL/LL, WM, MCL, MZL, or FL) meeting the criteria for systemic treatment�- at least 1 radiographically measurable lesion for SLL, MCL, MZL, or FL�- failed at least 2 lines of prior systemic therapy�Exclusion�- Richter's transformation prior to or during screening�- prior auto/allo transplant or CAR-T <30 days��UCI 23-114�Inclusion� - histologically confirmed aggressive NHL per WHO 2017�• DLBCL not otherwise specified (NOS)
• DLBCL arising from follicular lymphoma
• Primary mediastinal (thymic) large B-cell lymphoma
• High-grade large B-cell lymphoma�- received at least 2 lines of therapy which must include anti-CD20 monoclonal antibody and an anthracycline containing chemotherapy regimen�** TFL must have received at least one of their prior lines of therapy after transformation to DLBCL�- at least 1 measurable lesion (the Lugano classification).�
UCI 24-12
Inclusion
CAR-T/HCT R/R or ineligible DLBCL 
Participant has a life expectancy ≥ 12 weeks
Echocardiogram with ejection fraction ≥ 50%
Adequate hematologic function independent of growth factor or transfusion support within 14 days prior to enrollment, Adequate renal and hepatic function, and Adequate coagulation factor levels
Exclusion
Previously treated with a BTK degrader


UCI 24-174
Inclusion
Histologically confirmed PTCL-NOS, FHTCLs or sALCL per The International Consensus Classification of Mature Lymphoid Neoplasms (Campo 2022) performed within the 6 months prior to screening by local pathologist.
Progressed on, be refractory to, relapsed, or intolerant to standard therapy for their cancer. At least 1 but not more than 3 prior systemic therapies, including SOC and investigational therapies for advanced or recurrent disease. 

UCI 21-95
Inclusion
One of the following:
Patients undergoing autologous stem cell transplantation (ASCT) or any FDA-approved chimeric antigen receptor (CAR) T-cell therapy product for:
High grade B-cell lymphoma (double or triple hit) with rearrangements in bcl-2 and/or bcl-6, and rearrangement in myc 
Large B-cell lymphoma with a history of secondary CNS involvement 
Histologic transformation of indolent lymphoma to large B-cell lymphoma, including marginal zone lymphoma, follicular lymphoma, chronic lymphocytic leukemia (CLL), small lymphocytic lymphoma (SLL), lymphoplasmacytic leukemia, or Waldenstrom’s macroglobulinemia 
High risk international prognostic index (IPI) score 4 or 5 at diagnosis or at relapse
Refractory to first-line chemoimmunotherapy or relapses within 12 months of first-line chemoimmunotherapy
*For patients undergoing autoHCT, only non-GCB subtype will be included
	- Patients undergoing allogeneic hematopoietic cell transplantation (alloHCT) for large B-cell lymphoma 
Requirements for post-ASCT and post-alloHCT participants: 
Disease status of partial response (PR) or complete response (CR) prior to transplantation 
Receive reduced-intensity conditioning regimen 
Enrollment no later than day +90
Requirements for post-CAR T-cell therapy participants:
Disease status of PR or CR after post-CAR T-cell therapy PET at 1-3 months  
Enrollment no later than day +104
Exclusion
GCB subtype for patients undergoing autoHCT
Cord blood as donor source in alloHCT 
New York Heart Association Class III or IV  


https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&st=zfvsl2l9&dl=0
https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&st=zfvsl2l9&dl=0
https://www.dropbox.com/scl/fi/v0r8jd1875rhjy967hb2l/UCI-22-134-Schema-Eligibility.pdf?rlkey=gx3ktecl0lpax56cna3qhh699&st=zfvsl2l9&dl=0
https://www.dropbox.com/scl/fi/al2duda5xtzzeoawg0jot/UCI-23-114-Eligibility.pdf?rlkey=bu2whv8un8qgprf68xl5chwxk&st=30mb6ikb&dl=0
https://www.dropbox.com/scl/fi/al2duda5xtzzeoawg0jot/UCI-23-114-Eligibility.pdf?rlkey=bu2whv8un8qgprf68xl5chwxk&st=30mb6ikb&dl=0
https://www.dropbox.com/scl/fi/al2duda5xtzzeoawg0jot/UCI-23-114-Eligibility.pdf?rlkey=bu2whv8un8qgprf68xl5chwxk&st=30mb6ikb&dl=0
https://www.dropbox.com/scl/fi/va5si5f54omv8pp9vz1uz/UCI-24-174-Schema-Eligibility.pdf?rlkey=qvjrsztpgqa3z3af1ulcgho0o&st=6nwu3ssd&dl=0
https://www.dropbox.com/scl/fi/va5si5f54omv8pp9vz1uz/UCI-24-174-Schema-Eligibility.pdf?rlkey=qvjrsztpgqa3z3af1ulcgho0o&st=6nwu3ssd&dl=0
https://www.dropbox.com/scl/fi/va5si5f54omv8pp9vz1uz/UCI-24-174-Schema-Eligibility.pdf?rlkey=qvjrsztpgqa3z3af1ulcgho0o&st=6nwu3ssd&dl=0
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Relapsed/Refractory

2nd Line+

UCI 21-99 
ONO-4685 given as 

monotherapy 

Accrual: 4/10

Coord: Melisa Duvnjak

UCI 25-74 
A Multicenter, Open-Label, 

First-In-Human, Multiple 
Expansion Cohort, Phase I/II 

Study to Evaluate the Safety and 
Efficacy of DR-01 in Subjects 

with LGLL or Cytotoxic 
Lymphomas

Accrual: 2/5

Coord: Melisa Duvnjak

UCI 24-188
PHASE 2 STUDY OF PTX-100 

MONOTHERAPY IN PATIENTS 
WITH R/R CUTANEOUS T-CELL 

LYMPHOMA

Accrual: 0/5

Coord: Melisa Duvnjak

UCI 25-142
Study of KK2223 in Participants 

with Relapsed or Refractory T-cell 
Non-Hodgkin Lymphoma 

Accrual: 0/5

Coord: Judit Castellanos, Stephanie 
Osorio

Presenter Notes
Presentation Notes
UCI 21-99�Inclusion�- histologically or cytologically confirmed diagnosis of one of the following subtypes of T-cell lymphoma: AITL, PTCL-NOS, nodal PTCL with TFH, FTCL, MF, or SS�- at least 2 prior systemic therapies�- eligible for CD30-directed therapy (e.g. bretuximab vedotin) �Exclusion� - CNS involvement� - ATLL�
UCI 25-74
Disease-specific Inclusion Criteria (Cytotoxic Lymphomas):
- Subjects must have failed at least one prior systemic regimen and still require therapy. If concurrent radio-chemotherapy was applied, the chemotherapy part will be considered one line of systemic therapy.
Availability of post-progression tissue sample or willingness to consent to a baseline biopsy.
Histologically confirmed diagnosis of lymphoma by a hematopathologist (according to the WHO 2016 classification [Swerdlow 2016]). Eligible histologies are as follows: 
Primary cutaneous gamma-delta (γ/δ) T-cell lymphoma (PCγδTCL) as defined by WHO 2016 classification; additionally, expression of at least 1 cytotoxic marker (e.g., granzyme B, perforin, and TIA1) is required 
Primary cutaneous CD8+ aggressive epidermotropic cytotoxic T-cell lymphoma (ET-CTCL) 
Hepatosplenic T-cell lymphoma (HSTCL) 
Subcutaneous panniculitis-like T-cell lymphoma (SPTCL) (almost always ab disease) 
 Systemic Epstein-Barr virus (EBV)1 T-cell lymphoma (SysEBV TCL), if CD8 positive 
Extranodal NK-/T-cell lymphoma, nasal type (ENKTL) 
Enteropathy-associated T-cell lymphoma (EATL) 
Monomorphic epitheliotropic intestinal T-cell lymphoma (MEITL) 
Cytotoxic peripheral T-cell lymphoma, not otherwise specified (PTCL-NOS) (as defined by expression of CD8 or CD56, and at least 1 cytotoxic marker) with Medical Monitor approval 
Cutaneous PTCL-NOS (CuPTCL-NOS; as defined by expression of CD8 or CD56, and at least 1 cytotoxic marker) with Medical Monitor approval 


UCI 24-188
Inclusion
Have a confirmed diagnosis of CTCL with histological confirmation. a. 
Mycosis fungoides b. 
Sezary syndrome c. 
Other CTCL subtypes may be permitted after discussion with the medical monitor 
Patients must have greater than or equal to Stage Ib disease. 
Has received and failed (or intolerant of) at least 2 prior lines of prior systemic therapy for their disease. 

UCI 25-142
Inclusion
Participants with histologically or cytologically confirmed diagnosis of one of the following subtypes of T-cell lymphoma (Khoury, 2022): 
PTCL (Part 1 and Part 2): Nodal T-follicular helper cell lymphoma (angioimmunoblastic-type, follicular-type, not otherwise specified), ALCL (ALK-positive or ALK-negative), PTCL not otherwise specified; 
CTCL (Part 1 only): Mycosis fungoides and Sézary syndrome whose stages are IIB to IV; 
CTCL (Part 2 only): Mycosis fungoides and Sézary syndrome whose stages are IIB to IV. Participants must have skin tumor (T3; ≥ 1 cm in diameter) or lymph node (N3; > 1.5 cm longest diameter confirmed by imaging and biopsy within one year before screening) or visceral involvement (M1) or LCT. 
Participants with CTCL who have relapsed from or are refractory to or are intolerant to at least two prior systemic therapies. 
Participants with CTCL must have assessable skin disease by response criteria for CTCL (Olsen, 2022).


https://www.dropbox.com/scl/fi/dcgn10eo3912as287in1f/UCI-21-99-Eligibility-Schema.pdf?rlkey=0qg29wtoqprft06d5ydxtxy7o&st=e59647va&dl=0
https://www.dropbox.com/scl/fi/dcgn10eo3912as287in1f/UCI-21-99-Eligibility-Schema.pdf?rlkey=0qg29wtoqprft06d5ydxtxy7o&st=e59647va&dl=0
https://www.dropbox.com/scl/fi/dcgn10eo3912as287in1f/UCI-21-99-Eligibility-Schema.pdf?rlkey=0qg29wtoqprft06d5ydxtxy7o&st=e59647va&dl=0
https://www.dropbox.com/scl/fi/vp9whg6mzsf4st4mc6fq5/UCI-25-74-Schema-Eligibility.pdf?rlkey=hp1qwgazckzcgdpw66aka5v1y&st=ylx7mx4w&dl=0
https://www.dropbox.com/scl/fi/vp9whg6mzsf4st4mc6fq5/UCI-25-74-Schema-Eligibility.pdf?rlkey=hp1qwgazckzcgdpw66aka5v1y&st=ylx7mx4w&dl=0
https://www.dropbox.com/scl/fi/vp9whg6mzsf4st4mc6fq5/UCI-25-74-Schema-Eligibility.pdf?rlkey=hp1qwgazckzcgdpw66aka5v1y&st=ylx7mx4w&dl=0
https://www.dropbox.com/scl/fi/5czbngcmpo72nsrs5j9c2/UCI-24-188-Schema-Eligibility.pdf?rlkey=ecetf5e6ev8qgidddkc6sn2hz&st=b9az8rzv&dl=0
https://www.dropbox.com/scl/fi/5czbngcmpo72nsrs5j9c2/UCI-24-188-Schema-Eligibility.pdf?rlkey=ecetf5e6ev8qgidddkc6sn2hz&st=b9az8rzv&dl=0
https://www.dropbox.com/scl/fi/5czbngcmpo72nsrs5j9c2/UCI-24-188-Schema-Eligibility.pdf?rlkey=ecetf5e6ev8qgidddkc6sn2hz&st=b9az8rzv&dl=0
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Newly diagnosed

Treatment-Naive

Post-Induction Treatment

Newly Diagnosed

UCI 22-18
Investigation of MRD in 

patients with treatment-naive 
systemic T cell lymphoma tx w/ 

a brentuximab-containing 
regimen 

Accrual: 0/5

Coord: TBD

ECOG EA4232
 Phase III Study to Evaluate 

ASCT in Patients with PTCL that 
Achieved a First CR1 Following 
Induction Therapy (PTCL-STAT)

Accrual: 0/5

Coord: TBD
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Newly diagnosed

R/R

1st Line + 2nd Line + 3rd Line +

Relapsed/Refractory

UCI 25-142
Study of KK2223 in Participants 
with Relapsed or Refractory T-
cell Non-Hodgkin Lymphoma 

Accrual: 0/5

Coord: Melisa Duvnjak

UCI 24-174
ITK Inhibitor Soquelitinib vs. 

MD Choice SOC Tx in 
Participants w/ R/R PTCL NOS, 

Follicular Helper T-cell 
Lymphomas, or Systemic 

Anaplastic Large-cell 
Lymphoma

Accrual: 0/5

Coord: Melisa Duvnjak

UCI 21-99 
ONO-4685 given as 

monotherapy 

Accrual: 4/10

Coord: Melisa Duvnjak
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Newly diagnosed

R/R

1st Line + 2nd Line + 3rd Line +

Relapsed/Refractory

UCI 25-74 
Open-Label, First-In-Human, 
Multiple Expansion Cohort, 

Phase I/II Study to Evaluate the 
Safety & Efficacy of DR-01 in 

Subjects with LGLL or Cytotoxic 
Lymphomas

Accrual: 2/5

Coord: Melisa Duvnjak

Presenter Notes
Presentation Notes
UCI 25-74
Disease-specific Inclusion Criteria (LGLL):
Must have discontinued at least one prior line of systemic therapy either due to lack or loss of response after at least 4 months of exposure or due to intolerability at any time and still require therapy. 
Baseline clinical characteristics must be evaluable for disease assessment by the ECOG E5998 (Loughran 2015) response criteria in Section 14.9 Appendix I. 
Subjects with T-cell subtype: Pathologically diagnosed LGLL as defined in ECOG E5998 (Loughran 2015), requiring peripheral blood showing CD3+CD57+ population and evidence for clonal expansion (e.g., T-cell receptor [TCR] polymerase chain reaction [PCR], TCR Vbeta by flow cytometry within 12 months prior to C1D1). 
Subjects with chronic lymphoproliferative disorder of NK cells (CLPD-NK) or NK cell subtype: Pathologically diagnosed LGLL requiring peripheral blood showing CD3-CD16+/CD56+ cells. 
Disease-specific Exclusion Criteria (LGLL and ANKL): 
A reactive LGL lymphocytosis to a viral infection or LGL or associated with myelodysplastic syndrome (MDS) or acute myeloid leukemia (AML).
<250/mm3 neutrophils
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Newly Diagnosed

COG-AHOD2131 
Standard Therapy with 

Immuno-oncology Therapy 
for Newly Diagnosed Stage I 

and II Classical Hodgkin 
Lymphoma

Accrual: 2/5

Coord: Melisa Duvnjak

Presenter Notes
Presentation Notes
COG-AHOD2131
Inclusion:
bidimensionally measurable disease (at least one lesion with longest diameter ≥ 1.5 cm)
Creatinine clearance ≥ 30 mL/min
Exclusion:
Patients with nodular lymphocyte predominant Hodgkin Lymphoma
Patients with a history of active interstitial pneumonitis or interstitial lung disease
Administration of prior chemotherapy, radiation, or antibody-based treatment for cHL
Prior solid organ transplant
Prior allogeneic stem cell transplantation

https://www.dropbox.com/scl/fi/9qjpv1gma1n3yt1ablty1/COG-AHOD2131.pdf?rlkey=m290jtusfoc8p698o2bj561yc&st=cuj53n8q&dl=0
https://www.dropbox.com/scl/fi/9qjpv1gma1n3yt1ablty1/COG-AHOD2131.pdf?rlkey=m290jtusfoc8p698o2bj561yc&st=cuj53n8q&dl=0
https://www.dropbox.com/scl/fi/9qjpv1gma1n3yt1ablty1/COG-AHOD2131.pdf?rlkey=m290jtusfoc8p698o2bj561yc&st=cuj53n8q&dl=0
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Relapsed/Refractory

Molecularly-Driven
Basket study

UCI 25-21 (NEW)
Pembrolizumab and GVD with 
ctDNA-guided Consolidation in 

Patients with Relapsed or 
Refractory Classic Hodgkin 

Lymphoma

Accrual: 0/5

Coord: Judit Castellanos, 
Stephanie Osorio

≥ 1 Line

Presenter Notes
Presentation Notes
UCI 25-21
Inclusion
Histologically confirmed classic Hodgkin lymphoma (including nodular sclerosis, lymphocyte-rich, mixed cellularity, and lymphocyte-depleted Hodgkin lymphoma).
Patients must have relapsed or refractory disease after no more than one line of systemic therapy. First line therapy must have included doxorubicin
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Relapsed/Refractory
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UCI 23-114
Safety & Efficacy of LYL314, a CD19/20 

Bispecific CAR-T for R/R B-Cell NHL

Accrual: 7/10

Coord: Michael K.

Allogeneic

UCI 20-126 (Suspended)
CB-010, CRISPR-edited allogeneic anti-

CD19 CAR-T cell therapy

Accrual: 7/10

Coord: Michael K.

Autologous

UCI 25-62
EAP for Vicleucel (ide-cel) that is 

Nonconforming for Commercial Release

Accrual: TBA

Coord: Michael K.

CAR-T Products

UCI 25-63
EAP for Lisocabtagene Maraleucel (liso-

cel) that is Nonconforming for Commercial 
Release

Accrual: TBA

Coord: Michael K.

NHL MM

UCI 25-70 (NEW)
Ph III of LYL314 in 2L for R/R B-Cell NHL

Accrual: 0/3

Coord: Michael K.

UCI 25-209 (NEW)
UCART22 (allogeneic Anti-CD22 CAR-T) in 

R/R CD22+ B-ALL

Accrual: 0/3

Coord: Michael K.

ALL

NHL

UCI 25-220
AZD0120 Compared with Continuous 

Standard Therapy in NDMM Who Are Not 
Planned to Receive ASCT as Initial Therapy

Accrual: 0/5

Coord: Michael K. 

UCI 25-221
AZD0120 Compared with Continuous 
Standard Therapy in NDMM Who Are 

ASCT Eligible

Accrual: TBA

Coord: Michael K.
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S2114 
Consolidation Therapy 

Following CD19 CAR-T for R/R 
Large B-cell Lymphoma or 

Grade IIIB Follicular Lymphoma

Accrual: 0/6

Coord: Michael K.

Autologous

UCI 23-193 
CTO1681 for the Prevention & 

Treatment of CRS in pts w/ 
DLBCL receiving CAR-T Therapy

Accrual: 1/5

Coord: Michael K.

Alliance-A062102
Iberdomide Maintenance 
Therapy Following Ide-Cel 

CAR-T in R/R Multiple 
Myeloma

Accrual: 0/5

Coord: Michael K.

Allogeneic

Supportive Care

UCI 22-188 
Prospective evaluation of 

CMV-TCIP directed 
Letemovir ppx after AHCT

Accrual: 20/50

Coord: Mario Diaz

UCI 21-90
Risk-ADAPTed conditioning 

regimen for AHSCT

Accrual: 32/48

Coord: Mario Diaz

UCI 25-139 (NEW)
Efficacy of SER-155 to 
Reduce Bloodstream 
Infections in Adults 

Undergoing Allogeneic 
Hematopoietic Cell 

Transplantation

Accrual: 0/5

Coord: TBD

UCI 24-110
HaploDonor-QoL: Donor 

Health-Related Quality-of-Life 
and Physician Decision-

Making in the Context of 
Haploidentical Hematopoietic 

Stem Cell Transplantation

Accrual: 0/7

Coord: Mario Diaz

UCI 24-131 
 Vimseltinib in Adults With 
Active Chronic GVHD After 

Failure of Prior Systemic 
Therapy

Accrual: 0/5

Coord: Mike K.

Presenter Notes
Presentation Notes
UCI 24-110
Inclusion:
- Parent or child haplo HSC donor 
Donation or recipient transplant managed by a participating US transplant center 
Only donated once 
About one year post-donation at time of selection 
Age 13 years or older
Exclusion
-Donors no longer living in the US


UCI 25-139
Inclusion:
Adult males and females aged ≥18 years undergoing HCT.
Planning to undergo allo-HCT with bone marrow, peripheral blood stem cells, or umbilical cord blood as a graft source, with any HCT conditioning regimen (MAC, RIC, or NMA), and with any GvHD prophylaxis regimen. Ex vivo manipulation of the graft, such as T-cell depletion or CD34+ cell expansion, are permitted. The following donors are acceptable:
a. Haploidentical related donor, or
b. HLA-matched related donor (8/8 allelic match at the HLA-A, -B, -C, and -DRB1 loci), or
c. HLA-MUD, or 
d. HLA 1-antigen mismatched related or unrelated donor (7/8 allelic match at the HLAA, -B, -C, and -DRB1 loci)
Exclusion
- active moderate or severe colitis of any etiology, or active or currently-treated
inflammatory bowel disease, or prior colectomy involving ≥ 50% of the length of the
colon.
- Evidence of relapse or progression of hematologic malignancy (minimal residual disease
is allowed) before Visit 2 (initiation of IP).
Prior recipet of allogenic HCT within 6 months prior to screening and prior receipt of autologous HCT within 3 months of screening
Probiotics that cant be discontinued at screening
ANC <500 cells/mm^3 at visit 2
Active, uncontrolled or incompletely treated infections before visit 2

UCI 22-188�Inclusion�- documented seropositivity for CMV (either donor or recipient CMV IgG seropositivity) within 1 year before AHCT�- eligible for AHCT from an HLA-matched related, matched unrelated, mismatched unrelated or haploidentical donor using either a bone marrow or peripheral blood stem cell graft�- have undetectable CMV DNA from a plasma sample collected within 5 days prior to enrollment�- be within 28 days post-HSCT at the time of enrollment�
UCI 21-204�Inclusion�- meet diagnostic criteria for polycythemia vera (PV) at the time of clinical diagnosis.�- must be phlebotomy dependent.
participant's cytoreductive therapy must either be discontinued at least 3 months prior to screening, OR participant must be on a stable dose for at least 3 months prior to screening

UCI 24-131
Inclusion
Must be allogeneic HSCT recipients with moderate to severe cGVHD requiring systemic immune suppression. 
May have persistent active aGVHD and cGVHD manifestations (overlap syndrome), per 2014 NIH cGVHD Criteria. 
Participants with active cGVHD who have received and failed at least 2 prior lines of systemic therapy. Active cGVHD is defined as the presence of signs and symptoms of cGVHD per 2014 NIH cGVHD Criteria.
Exclusion
Has aGVHD without manifestations of cGVHD.
Prior use of colony-stimulating factor 1 receptor inhibitor for cGVHD.
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UCI 21-184
Long-term safety of CAR-T 

inpatient w/ heme malignancies

Accrual: 6/7

Coord: Michael Kunicki 

LTFU

Autologous

UCI 24-110
HaploDonor-QoL: Donor Health-Related Quality-of-
Life and Physician Decision-Making in the Context 

of Haploidentical Hematopoietic Stem Cell 
Transplantation

Accrual: 0/7

Coord: Mario Diaz

Allogeneic

Presenter Notes
Presentation Notes
UCI 24-31
Inclusion
All adult and pediatric subjects who received at least one GM T-cell infusion in a previous Celgene-sponsored or Celgene alliance partner-sponsored study, and have discontinued, or completed the post-treatment follow-up period in the parent treatment protocol, as applicable
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Other

UCI 14-89
Hematologic Malignancies Biorepository for human 

research

Accrual: 322/500

Coord: Helen Huang

UCI 22-194
A Retrospective analysis of L-carnitine for Treatment 
and/or Prevention of L-Asparaginase Hepatotoxicity 

during Induction or Salvage Chemotherapy for 
Hematologic Malignancies

Accrual: TBA

Coord: TBD

UCI 25-195 (NEW)
Clinical utility Karius testing for diagnosis & 

management of suspected  infections in adult 
immunocompromised patients

Accrual: 0/10

Coord: TBD

UCI 25-198 (NEW)
A multicenter protocol for haploidentical stem cell 

transplantation: Optimization of transplant 
outcomes in a collaborative consortium

Accrual: TBA

Coord: TBD

UCI 25-226 (NEW)
PROSPECTIVE OBSERVATIONAL INTERNATIONAL 

REGISTRY OF PATIENTS WITH NEWLY
DIAGNOSED BURKITT LYMPHOMA

Accrual: 0/5

Coord: TBD

UCI 26-51 (NEW)
A Phase 3, Prospective, Open-label, 

Multicenter, Single-arm study to investigate 
the Efficacy, Safety, and Pharmacokinetics of 
IgPro20 in Subjects with Secondary Immune 
Deficiency due to Hematologic Malignancies 

Treated with B-cell Depleting Therapies

Accrual: TBD

Coord: TBD

Presenter Notes
Presentation Notes
UCI 25-226
Inclusion
• Patients with histologically confirmed initial diagnosis of BL according to WHO-HAEM5 based on local pathology. 
• Adequate access by site to clinical data including baseline information on disease localization and laboratory parameters at staging, features of treatment adopted and follow-up. 
• Informed consent according to local jurisdictional approval.
Exclusion
• Lymphoma subtypes other than Burkitt lymphoma at the time of initial diagnosis 
• Patients with relapsed or primary progressive disease at time of study entry. 

UCI 25-198
Inclusion
- Participants must meet the following criteria to be included in the study: 
• Patients who have undergone haplo-SCT at participating centers from 2009 onward. 
• Age 18 years or older at the time of transplantation. 
• Availability of complete medical records detailing pre- and post-transplant assessments. 
• Consent (or waiver) for their data to be included in the study, in accordance with ethical guidelines for retrospective data. 
• No restrictions on diagnosis or underlying condition, as long as the patient received haplo-SCT at a participating site. 

UCI 25-195
Inclusion:
Included in one of the following immunocompromised groups:. 
Solid organ transplant recipient (SOT) on chronic immunosuppression; 
Diagnosed with hematologic malignancy (HM) and/or recipient of a hematopoietic cell transplant (HCT); 
Diagnosed with a solid tumor, on specific types of active treatment 
Recipient of drugs or novel biologics causing chronic immunosuppression; 
Diagnosed with an HIV infection;
Diagnosed with inborn errors of immunity 

UCI 14-89 
Inclusion
Adults (age ≥ 18 years old) being evaluated for a hematologic malignancy or blood disorder
All adult patients at any stage of treatment at UCI will be eligible for participation on this study. 
Subjects will be any gender and ethnic group, including non‐English speaking subjects.
 Eligible patients will be identified by the clinical staff of hematology/oncology clinics. 
 In addition, all eligible new patients will be identified at the time of their initial consultation.   

UCI 22-194
Inclusion
Patients must be great than or equal to 18 year of age
Patients must have received Asparaginase (including native E. coli asparagine, Erwinia asparaginase, and pegylated asparaginase) during Induction or Salvage Chemotherapy for a hematologic malignancy.
 Patients must have been seen between January 1, 2006 and April 26th, 2019.

UCI 26-51
Inclusion 
	-Confirmed B-cell hematologic malignancy: MM, CLL/SLL, NHL, or B-ALL
	-At least 2 months post approved CAR T-cell therapy OR at least 1 month after initiation of approved BiTE therapy
	-Documented partial or complete response to CAR T-cell or BiTE therapy at screening
	-Low IgG level (excluding paraprotein) consistent with SID at screening
	-Life expectancy >18 months per investigator judgment

	Exclusion 
	-History of conditions where IgRT is a primary indication (e.g., PID, CIDP, Guillain-Barré syndrome)
	-Other active malignancy not in remission (except basal/localized cell carcinomas)
	-Likely to undergo another CAR T-cell therapy or HSCT during the study
	-CAR T-cell therapy administered for a non-malignant hematologic condition
	-HSCT within 12 months of screening
	-Active uncontrolled infection at time of treatment assignment
	-Active HIV, HBV, or HCV infection
	-History of thromboembolic event within 6 months prior to screening
	-Known contraindications to blood products or IgRT
	-Documented history of hyperprolinemia
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