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Myeloproliferative Neoplasm

Newly diagnosed

ETCTN 10538
Venetoclax+ASTX727 (All
oral therapy) for CMML,

MDS/MPN with excess
blasts

Accrual: 0/5

Coord: Kelsey McAbee
Mechanism: BCL-2 selective
inhibitor

Uc # Chao Family
Comprehensive Cancer Center

. Open to Accrual

Observational Study

UCl 23-32
Dissecting the mechanism of
Interferon Alpha (IFN) response in
MPN

Coord: N/A
Mechanism: observational study

Low Accruing Pending Activation/Suspended

Supportive Care

UCI 20-50
N-Acetylcysteine in MPN to Improve
Disease Markers & Symptoms

Accrual 11/27

Coord: Kelsey McAbee
Mechanism: Mucolytic agent
(cysteine and GSH precursor)

Trial Flowchart Jun_2024 a


Presenter Notes
Presentation Notes
ETCTN 10538�Inclusion: MDS/MPN with >5% marrow blasts
Exclusion: No previous MDS/MPN-directed therapies, except for Hydroxyurea and ESAs. (Last dose must be d/c 4W prior to study tx)

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




https://www.dropbox.com/scl/fi/dynoshm02fa49kuas0v3i/ETCTN-10538.pdf?rlkey=0p5cx46gq1dpvxng2rnjlpjf0&dl=0
https://www.dropbox.com/scl/fi/c1lre223d27ke2ukq1jyj/UCI-23-32-Eligibility.PNG?rlkey=p3ts6h6ix28y75fyezjws3c5d&st=rq8y0v2m&dl=0
https://www.dropbox.com/scl/fi/9zoe4ap5z5yaogibfh5nt/UCI-20-50.pdf?rlkey=mfenkd8dvunacr5cyl71m3pd3&dl=0

Myelodysplastic Syndrome

. Open to Accrual Low Accruing Pending Activation/Suspended

Relapsed/Refractory

UCI 22-151
LYT-200 in patients w/ R/R AML
or high-risk MDS

Accrual: 4/5

UCl 21-239
IRAK 1/4 inhibitor, R289, in patients
w/ refractory or resistant lower-risk
MDS

Accrual:1/5

Coord: Stephanie Osorio
Mechanism: IRAk1/4 inhibitor

Coord: Stephanie Osorio
Mechanism: Galectin-9
monoclonal antibody

UCI 23-113
Oral GLB-001 in patients w/ R/R
AML or high-risk MDS

Accrual: 0/7

Coord: Stephanie Osorio
Mechanism: Selective molecular
glue degrader
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Uc # Chao Family
Comprehensive Cancer Center


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 21-144 �Inclusion
- Relapsed/refractory AML, MDS/MPN, AITL or other mIDH-positive heme malignancy w/IDH mutations�- Received at least 2 prior lines of therapy�
UCI 22-151�Inclusion�- Confirmed dx of relapsed/refractory AML or MDS �Exclusion�- Must not be diagnosed w/ APL or has undergone HSCT <6 month prior to first study dose�
UCI 23-90�Inclusion�- AML: �* primary refractory after two cycles of intensive induction or secondary refractory/relapsed�* adverse-risk AML as defined in ELN2017�* >60y/o with intemi
- MDS�* de novo MDS with intermediate/high/very high revised international prognostic scoring system �* bone marrow<10%�* must be treatment naïve or have received prior treatment with hypomethylating agents �* secondary MDS and bone marrow<10%
- available stem cell donor eligibility�*MDS�* MUD: 8/8 match for HLA-A,-B, -C and –DRB1 at DNA-based typing�* haploidentical donor: full haplotype match required for HLA-A,-B, -C and –DRB1 at DNA-based typing�

https://www.dropbox.com/scl/fi/33l1jhz6dym6uqtqw6dgu/UCI-21-239.pdf?rlkey=usd4l5d2bmx6dd94mm7mjoz1d&st=ns3zlcyf&dl=0
https://www.dropbox.com/scl/fi/v0cv56flmg0fvud3o505h/UCI-22-151.pdf?rlkey=i5suftkj3qrizidiojdiyd68z&dl=0
https://www.dropbox.com/scl/fi/bc5r6swsz52fk9yzf5rke/UCI-23-113-Schema-Eligibilty.pdf?rlkey=f1poat8m81eqing19l1ab75kj&st=u1hsepc7&dl=0

Acute Myeloid Leukemia

Newly diagnosed

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: Kelsey McAbee
Mechanism: menin inhibitor

Uc # Chao Family
Comprehensive Cancer Center

. Open to Accrual

Non-Intensive

UCI 21-216
Giltertinib+Venetoclax+Azac
itidine in patients w/ FLT3
mutant AML not eligible for
intensive induction

chemotherapy
Accrual: 1/5

Coord: Stephanie Osorio
Mechanism: FLT3 inhibitor

CD123+

UCI 19-138 (suspended)
IMGN632 as monotherapy
or combination w/
Venetoclax and/or
Azacitidine for patients w/
CD123-positive AML

Accrual: 2/5

Coord: Stephanie Osorio
Mechanism: CD123
antibody

Low Accruing Pending Activation/Suspended

KMT2A-r/NPM1-m

UCl 23-44
Venetoclax/Azacitidine v.s
Venetoclax+ KO-530 v.s
cytarabine/daunorubicin

(7+3)+ KO-539 in AML
Accrual: 0/6

Coord: Stephanie Osorio
Mechanism: menin
inhibitor

Trial Flowchart Jun_2024 0


Presenter Notes
Presentation Notes
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 19-138 (non-intensive CD123+ subtitle)�Inclusion: Confirmed dx of XD123+ AML�
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 �

https://www.dropbox.com/scl/fi/iccvknsvsrl79z2fifzyo/UCI-19-138.pdf?rlkey=f1vh08appkmdfqct1y18oo298&dl=0
https://www.dropbox.com/scl/fi/tvx84lfjnggownxj5td84/UCI-21-216.pdf?rlkey=l1ngniqz1ndg4nh6t7wte7qwd&st=qmm6jfvz&dl=0
https://www.dropbox.com/home/Study%20Eligibility%20%2B%20Schemas/Heme?select=UCI+21-184.pdf&preview=UCI+23-44+Schema+%2B+Eligibility.pdf
https://www.dropbox.com/scl/fi/wstpf4u0f1c66hnaquvis/ETCTN-10596.pdf?rlkey=bn39wd4r1kifnom4j3gx87dhx&st=ge1z41ec&dl=0

Rela psed/Refra CtO ry . Open to Accrual Low Accruing Pending Activation/Suspended

UCl 22-151

LYT-200 in patients w/ R/R AML or UCI 23-113

high-risk MDS PO

Oral GLB-001 in patients w/ R/R

Accrual: 4/5 AML or high-risk MDS
Coord: Stephanie Osorio Accrual: 0/7
Mechanism: Galectin-9
monoclonal antibody Coord: Stephanie Osorio

Mechanism: Selective molecular
glue degrader

UCl 22-81
HM43239 in patients w/ R/R AML

Accrual: 0/6
UCI 24-48 (PRMC approval)

Coord: Stephanie Osorio DFP-10917+Venetoclax in R/R
Mechanism: FLT3 inhibitor

AML
UCI 23-154 Accrual: 0/5
Ziftomenib combinations for the Coord: Judit Castellanos

KMT2A-rearranged/NPM1

Mechanism: Deoxycytidine
mutant R/R AML

nucleoside analogue (DNA
Accrual: 0/5 synthesis inhibitor)

Coord: Stephanie Osorio
Mechanism: menin inhibitor

Uc # Chao Family Trial Flowchart Jun_2024 e
Comprehensive Cancer Center

Acute Myeloid Leukemia


Presenter Notes
Presentation Notes
UCI 22-151�Inclusion�- Confirmed dx of relapsed/refractory AML or MDS �Exclusion�- Must not be diagnosed w/ APL or has undergone HSCT <6 month prior to first study dose

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 21-144�Inclusion�- R/R AML, MDS/MPN, AITL or other mIDH-positive hematological malignancy w/ IDH mutations�- at least 2 prior lines of therapy

UCI 22-24 �Inclusion�2 prior systemic regimens�Exclusion- R/R AML w/ failure of SOC therapies�- R/R DLBCL received at least 2 previous systemic regimens�- R/R MM received at east 3 regimens�- R/R CLL/SLL received at least �- CNS involvement�- prior menin inhibitor therapy
UCI 19-93 (salvage therapy)�Inclusion�- R/R AML received at least 2-3 regimens�- 2weeks wash out for previous cytotoxic agents
Previous HSCT allowed

UCI 23-44�Inclusion-R/R: �- AML w/ a documented NPM1 mutation or KMT2A rearrangement�- refractory to prior therapy or had had reappearance of ≥ 5% blasts in the BM or reappearance of blasts in the blood in at least 2 peripheral blood samples at least one week apart�- new extramedullary diseases�- have failed at least 1 prior line of therapy�
UCI 23-90�Inclusion�- AML: �* primary refractory after two cycles of intensive induction or secondary refractory/relapsed�* adverse-risk AML as defined in ELN2017�* >60y/o with intemi
- MDS�* de novo MDS with intermediate/high/very high revised international prognostic scoring system �* bone marrow<10%�* must be treatment naïve or have received prior treatment with hypomethylating agents �* secondary MDS and bone marrow<10%
- available stem cell donor eligibility�*MDS�* MUD: 8/8 match for HLA-A,-B, -C and –DRB1 at DNA-based typing�* haploidentical donor: full haplotype match required for HLA-A,-B, -C and –DRB1 at DNA-based typing�

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�
UCI 24-48
Inclusion�- Histologically or pathologically confirmed diagnosis of AML based on WHO classification that has relapsed after, or is refractory to, up to 2 prior induction regimens that may have included intensive chemotherapy, epigenetic therapy, or targeted therapy
* Relapse: ≥5% leukemia blasts in bone marrow or ≥1% blasts in peripheral blood 90 days to 24 months after first CR/CRi�* Refractory: persistent disease ≥28 days after initiation of intensive induction therapy (up to 2 induction cycles) or relapse < 90 days after first CR/Cri
Projected life expectancy of ≥12 weeks
Female w/ childbearing potential�a. Have a negative serum or urine pregnancy test prior to study treatment initiation. �b. Agree to use at least 1 highly effective form of contraception during study treatment and for 3 months after the last dose.
Male w/ childbearing potential: Agree to use at least 1 highly effective form of contraception during study treatment and for at least 3 months after the last dose
Exclusion�- Leukemic blast count >25 × 109 /L. Hydroxyurea permitted to control leukocytosis
Venetoclax exposure in more than 1 prior regimen
Prior HSCT

https://www.dropbox.com/scl/fi/cpcsq87nhlugkdyz6ho35/UCI-22-81.pdf?rlkey=54oow34g3hc0anveohq26eamt&dl=0
https://www.dropbox.com/scl/fi/v0cv56flmg0fvud3o505h/UCI-22-151.pdf?rlkey=i5suftkj3qrizidiojdiyd68z&dl=0
https://www.dropbox.com/scl/fi/o5ce4050169rtel6izsxn/UCI-23-154-Schema-Only.pdf?rlkey=4fd6kro4hd9yg0fh3ocrnx7m8&dl=0
https://www.dropbox.com/home/Study%20Eligibility%20%2B%20Schemas/Heme?select=UCI+21-204.pdf&preview=UCI+23-113+Schema+%2B+Eligibilty.pdf

Relapsed/Refractory
| Molecularly-Driven |

Molecularly-Driven

UcCl 23-44
Venetoclax/Azacitidine v.s
Venetoclax+ KO-530 v.s
cytarabine/daunorubicin (7+3)+

KO-539 in AML
Accrual: 1/6

Coord: Stephanie Osorio
Mechanism: menin inhibitor

Acute Myeloid Leukemia

Uc # Chao Family
Comprehensive Cancer Center

. Open to Accrual Low Accruing

Salvage Therapy

UCI 19-93 (suspended)
DFP-10917 vs. non-intensive
reinduction or intensive
reinduction for AML patients
in 2" or 3" salvage

Accrual: 11/12

Coord: Stephanie Osorio
Mechanism: Nucleoside
analog

Pending Activation/Suspended

Trial Flowchart Jun_2024 e


https://www.dropbox.com/scl/fi/gyozh0xmfxy6lp40gqpev/UCI-19-93.pdf?rlkey=xwp7ioacuoquj40yy6jxr8nub&dl=0
https://www.dropbox.com/scl/fi/3hdh49k0syrjjq075u07f/UCI-23-44-Schema-Eligibility.pdf?rlkey=sllfedzm3ndwxmay38w2i09ho&dl=0

Acute Lymphoblastic Leukemia

Newly diagnosed

Ph+ only

EA9181
Steroids +TIKI w/
chemotherapy or
Blinatumomab for BCR-ABL
positive adult patients

Accrual 12/35

Coord: Harleen Mehrok
Mechanism: BiTE binding to
CD19 (on B-cell) and CD3 (on
T-cells) and PD-1 inhibitor

Uc # Chao Family
Comprehensive Cancer Center

UCl 21-98
Blinatumomab altering w/
low-intensity chemotherapy
vs. SOC for older adult
patients

Accrual: 6/10

Coord: Judit Castellanos
Mechanism: BiTE binding to
CD19 (on B-cell) and CD3 (on
T-cells) and PD-1 inhibitor

UCl 22-125
Calaspargase pegol for tx of
adults 22-55y/o0 w/ newly
diagnosed Ph- ALL

Accrual: 0/5 (opened 4/22/24)

Coord: Judit Castellanos
Mechanism: PEGylated
conjugate L-asparaginase

. Open to Accrual

Ph- only

A041501 (suspended)
Addition of Inotuzumab
Ozogamicin to frontline

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

Accrual: 10/15

Coord: Judit Castellanos
Mechanism: conjugated anti-
CD22 monoclonal antibody

ucCl 21-14
Levocarnitine for Asparaginase
hepatoxicity in ALL patients

Accrual: 0/5 (opened 11/3/23)

Coord: Judit Castellanos
Mechanism: Oxidative stress
reducer & inflammatory
modulator

Low Accruing

Pending Activation/Suspended

UCI 21-236
Addressing the Hispanic
Cancer Disparity in B Cell

Acute Lymphoblastic

Leukemia
Accrual: NA
Coord: NA

Mechanism: Observational

Trial Flowchart Jun_2024 a


Presenter Notes
Presentation Notes
EA9181 (ph+ subtitle)
Inclusion�- 18-75 y/o�- BCR-ABL1 positive�Exclusion�- not have received prior chemotherapy for B-ALL�- not have unstable epilepsy requiring tx

UCI 21-98�Inclusion�- >55 y/o�- age 40-55 y/o must have at least on of the following comorbidities at time of consent
�
UCI 22-125�Inclusion:�- >22y/o w/cytologically confirmed and documented ph- B-ALL or T-ALL�Exclusion: ph-positive leukemia

�A041501�Inclusion�- untreated FLT3 mutates or non M3 AML (FLT3-TKD or FLT3-ITD)�Exclusion�- no hypomethylating agents <21 days

UCI 21-14 (both ph_and +)�Inclusion�- 5-30y/o�- dx of ALL designated as NCI high-risk receiving tx for ALL�Exclusion�- Wafarin therapy�- known inborn error of metabolism��

https://www.dropbox.com/scl/fi/haffpwdnr31uq3sijq9sm/A041501.pdf?rlkey=hgirzuz4h0zen214ldocb725c&dl=0
https://www.dropbox.com/scl/fi/bxe1fwubglvophusnxi4v/EA9181.pdf?rlkey=ffta5xo29c2u0qr0bvjdc1nlq&dl=0
https://www.dropbox.com/scl/fi/9mn9qtttug49pb0noa1xi/UCI-21-98.pdf?rlkey=vgvhk9uz903xzlcljm2nt8ydd&dl=0
https://www.dropbox.com/scl/fi/pcw0iiuh702tx07fuly1w/UCI-21-14-n.pdf?rlkey=thw9ph6m6q44446srr2kn3sbp&dl=0
https://www.dropbox.com/scl/fi/a9kxasg0tp2nr8m5tk8b9/UCI-22-125.pdf?rlkey=419s6trib3g9w20wy1umorokq&dl=0

Acute Lymphoblastic Leukemia

Relapsed/Refractory

CR w/ MRD+

UCl 20-34
Outpatient Blinatumomab in adult
patients w/ MRD of pre B-ALL in
CR

Accrual: 2/5

Coord: Judit Castellanos
Mechanism: BiTE binding to CD19
(on B-cell) and CD3 (on T-cells)
and PD-1 inhibitor

# Chao Family
Comprehensive Cancer Center

. Open to Accrual Low Accruing

Molecularly-Driven

A041703
Inotuzumab Ozogamicin followed by
Blinatumomab for ph- CD22-positive

newly diagnosed or R/R ALL patients

Accrual: 2/5

Coord: Judit Castellanos

Mechanism: antibody-druf conjugate
combining a monoclonal antibody
tartgeting CD22 on B-lymphoblast with
the cytoxic agents

Pending Activation/Suspended

Trial Flowchart Jun_2024 Q


Presenter Notes
Presentation Notes
UCI 20-34 (CR w MRD+ subtitle)�Inclusion: CR w/ MRD positive�
A041703 (molecualrally driven CD22 positive)�Inclusion: �- Ph-, CD22-positive pre B-ALL�- R/R in salvage 1 or 2�Exclusion�- Extramedullary relapse�- Prior tx w/ CD22 or CD19- directed therapy�
UCI 22-24 �Inclusion�- R/R AML w/ failure of SOC therapies�- R/R DLBCL received at least 2 previous systemic regimens�- R/R MM received at east 3 regimens�- R/R CLL/SLL received at least 2 prior systemic regimens�Exclusion�- CNS involvement�- prior menin inhibitor therapy��

https://www.dropbox.com/scl/fi/kvsxwpuyaxq0iip2i4luv/UCI-20-34.pdf?rlkey=6j4pxc4wm483gszuwewk65m3e&dl=0
https://www.dropbox.com/scl/fi/uhx7guo0orzj893m450x3/A041703.pdf?rlkey=z55k7zcatzpqpr8evc5yyeoz6&dl=0

Chronic Lymphocytic Leukemia

Newly diagnosed

$1925
Venetoclax+Obnutumab early
intervention vs. delayed therapy in
asymptomatic high-risk CLL/SLL

Accrual: 1/10

Coord: Stephanie Osorio
Mechanism: BCL2 inhibitor +anti-
CD20 monoclonal antibody

# Chao Family
Comprehensive Cancer Center

. Open to Accrual

UCI 23-156
Sonrotoclax (BGB-11417) +
Zanubrutinib (BGB-3111) v.s.
Venetoclax +Obinutuzumab

Accrual: 1/7

Coord: Ali Saatchi
Mechanism: BTK + BCL2 inhibition

Low Accruing

Pending Activation/Suspended

Trial Flowchart Jun_2024 e


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 23-156�Inclusion�- must be treatment-naïve (TN) + confirmed diagnosis of CLL�- ≥ 1 of the following criteria�>> a lymphocyte count ≥ 5000 cells/μL at time of CLL diagnosis is required�>> splenomegaly and/or lymphadenopathy�>> progressive lymphocytosis (≥ 50%) over a 2-month period, or lymphocyte doubling time (LDT) < 6 months�>> symptomatic or functional extranodal involvement�- measurable disease by CT/MRI, defined as ≥ 1 lymph node ≥ 1.5 cm in LDi and measurable in 2 perpendicular diameters�- adequate marrow function (ANC ≥ 1.0 x 10 9 cells/L, ANC ≥ 0.75 x 109 cells/L for BM involvement)

https://www.dropbox.com/scl/fi/6udq16txvcnfmkw26qmfx/S1925.pdf?rlkey=owsuori8380yl90gjlbff834l&st=vxqic0wy&dl=0
https://www.dropbox.com/scl/fi/4pffgy7hwdavv0xpqntkc/UCI-23-156.pdf?rlkey=jrkubx4ltr6lf9t10iz2z46fd&dl=0

Chronic Lymphocytic Leukemia

Relapsed/Refractory

Uc # Chao Family
Comprehensive Cancer Center

. Open to Accrual

UCl 21-209
LOX0O-305 + Venetoclax and
Rituximab vs. Venetoclax and
Rituximab in previously treated
CLL/SLL

Accrual: 2/3

Coord: Stephanie Osorio
Mechanism: BTK inhibitor + BCL2
inhibitor + CD20 marker

Low Accruing Pending Activation/Suspended

UCl 22-134
Oral AS-1763 in patients w/
previously treated CLL/SLL or NHL

Accrual: 2/5

Coord: Emiri Matsuda
Mechanism: BTK inhibitor for both
wild-typ and C481S-mutant type

UCI 20-198 (suspended)
NX-2127, Bruton’s tyrosine
kinase degrader, in adults w/
R/R B-cell malignancies

Accrual: 1/3

Coord: Stephanie Osorio
Mechanism: BTK degrader +
iMiD

Trial Flowchart Jun_2024 @


Presenter Notes
Presentation Notes
UCI 22-24�Inclusion�- R/R AML w/ failure of SOC therapies�- R/R DLBCL received at least 2 previous systemic regimens�- R/R MM received at east 3 regimens�- R/R CLL/SLL received at least 2 prior systemic regimens�Exclusion�- CNS involvement�- prior menin inhibitor therapy�
UCI 21-19�Inclusion�- R/R  DLBCL, FL, MCL, MZL, WMG, Burkitt and Burkitt-like lymphoma, HCL, CLL, or SLL �- at least 1-2 standard therapies (CLL/SLL: at least 1 prior BTK and/or BCL-2 directed therapy�- CLL diagnosis: Hellek diagnostic criteria�- measurable dx not required �- CD20 expression

UCI 21-209�Inclusion�- confirmed diagnosis of CLL/SLL�- meet at least one of the requirements consistent w/ iwCLL 2018 criteria�- received at least 1 prior line of therapy, including covalent BTK inhibitor
�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 20-198�Inclusion�- received at least 2 prior lines of therapy�-histologically confirmed R/R CLL, SLL, WM, MCL, MZL, FL (grade 1-3b), and DLBCL e/ MYC & BCL2 and/or BCL6 rearrangements and high-grade B-cell lymphoma NOS


https://www.dropbox.com/scl/fi/o4vmvs06f132lisxvm7at/UCI-22-134.pdf?rlkey=wt118c4nosmtdmes7e8d9siqp&st=gji0joi1&dl=0
https://www.dropbox.com/scl/fi/mv49rmw9ncu0daiqybdvb/UCI-20-198.pdf?rlkey=hfzv2yh5pz5dhnf0be35yyn9k&dl=0
https://www.dropbox.com/scl/fi/7k2etqzh37udo0majcnd1/UCI-21-209.pdf?rlkey=j34oepqom5c2jvz3vul2ct8pu&dl=0

2" Line+

. Open to Accrual Low Accruing Pending Activation/Suspended
Relapsed/Refractory

UCl 23-167
Phase |- TERN-701 in patients
w/CML

Accrual: 1/5

Coord: Kelsey McAbee
Mechanism: STAMP inhibitor

Chronic Myeloid Leukemia

Uc # Chao Family Trial Flowchart Jun_2024 @

Comprehensive Cancer Center


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/ksxlg3vl04esmenylt28m/UCI-23-167.pdf?rlkey=8e7q4xps86733klrjgwssaus8&dl=0

Newly Diagnosed

Induction + Post

ASCT- Maintenance

UcCl 23-70
The efficacy and safety of
Idecabtagene Vicleucel +
Lenalidomide v.s. Lenalidomide as
single maintenance therapy
* Induction therapy + ASCT required

Accrual: 0/6 (opened 5/23/24)

Coord: Harleen Mehrok
Mechanism: BCMA-directed
autologous T-cell immunotherapy

Multiple Myeloma

Uc # Chao Family
Comprehensive Cancer Center

. Open to Accrual Low Accruing Pending Activation/Suspended

Front Line
(o]
UCI 23-158 ETCTN 10612
Phase I/l Study of Linvoseltamab A Randomized Phase 2 Study of

(Anti-BCMA X Anti-CD3 Bispecific Daratumumab-Selinexor-Velcade-

Antibody) in Previously Untreated Dexamethasone (Dara-SVD) for
Patients with Symptomatic Multiple High-Risk Newlv Diagnosed
Myeloma g y blag

Accrual: 0/6 (opened 3/29/24) Multiple Myeloma
Coord: Emiri Matsuda Accrual: 0/5 (opened 4/25/24)
Mechanism: Bispecific antibody ” hani .

(BCMA x CD3) Coord: Stephanie Osorio

Mechanism: selective inhibitor of
nuclear export

Trial Flowchart Jun_2024 @


Presenter Notes
Presentation Notes
UCI 23-70�Inclusion�- NDMM who has received induction therapy followed by HD chemotherapy and ASCT without consolidation and maintenance�* lenalidomide maintenance therapy ≤ 7 days is allowed with the investigator documents that there is no impact to the overall benefit/risk assessment�- must have received 4 to 6 cycles of induction therapy, which must contain at a minimum an IMiD and a PI (with or without anti-CD38 monoclonal antibody)�- must have had a single ASCT 80 to 120 days prior to consent�- must have recovered to ≤ Grade 1 for any nonhematologic toxicities due to prior treatments, excluding alopecia and Grade 2 neuropathy.

https://www.dropbox.com/scl/fi/1wzndurpr4fb7sdyzngxp/UCI-23-70.pdf?rlkey=31z677m7g6cf6jb6hc8dk6e64&st=cxhl30qj&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/1nj0w9gnpoyq5iz2b4xz3/ETCTN-10612.pdf?rlkey=aan0hu9f0djt8ww7xi1idhzsw&st=sykgszha&dl=0

Multiple Myeloma

Relapsed/Refractory
| Maintenance |

Maintenance

$1803
Daratumumab/rHuPH20 +
lenalidomide vs. lenalidomide as post
auto ASCT maintenance therapy

Accrual: 11/15

Coord: Judit Castellanos
Mechanism: anti-CD38 monoclonal
antibody

Uc # Chao Family
Comprehensive Cancer Center

. Open to Accrual

UCl 22-190
Teclistamab monotherapy vs.
PVD or KD in patients received

1-3 prior lines of therapy

Accrual: 3/3

Coord: Emiri Matsuda
Mechanism: CD3 x BCMA BiTE

Low Accruing Pending Activation/Suspended

CAR-T

UCI 24-02 (PRMC approval)
Descartes-15 in R/R MM

Accrual: 0/5

Coord: Judit Castellanos
Mechanism: CAR-T, BCMA

UCI 23-225 (IRB initial
approval)
Selinexor, Ruxolitinib and
Methylprednisone in R/R MM

Accrual: 0/5

Coord: Stephanie Osorio
Mechanism: SINE- XPO1
inhibitor

Trial Flowchart Jun_2024 @


Presenter Notes
Presentation Notes
S1803 �Inclusion�- high-risk MM: plasma cell leukemia, R-ISS Stage III10; high-risk CA as defined by IMWG consensus�- completed pre-transplant induction tx anti-myeloma drug combination (min 2 drugs)�- have residual disease�
UCI 22-24�Inclusion�- R/R AML w/ failure of SOC therapies�- R/R DLBCL received at least 2 previous systemic regimens�- R/R MM received at east 3 regimens�- R/R CLL/SLL received at least 2 prior systemic regimens�Exclusion�- CNS involvement�- prior menin inhibitor therapy�
UCI 22-190�Inclusion: �- R/R MM confirmed by IMWG diagnostic criteria�- 1-3 prior therapies, including antiCD-38 monoclonal antibody and lenalidomide

UCI 24-02�- Failure of at least 3 prior lines of therapy which must have included an immunomodulatory drug, a protease inhibitor, and an anti-CD38 drug or biologic
Measurable myeloma
must be >100 days post-transplant at the time of leukapheresis

UCI 23-225�Inclusion�- confirmed diagnosis per standard criteria
At lease 3 lines of prior therapies, including anti-CD38, IMiD, and PI
Measurable disease/progressive MM
Prior adminstration of growth factor support must have 2-week interval between last administration and the screening assessments. But growth factor support is allowed during the study

https://www.dropbox.com/scl/fi/8b1ps01g4odwmyzn674o5/S1803.pdf?rlkey=m3nuequje1fxpoyu66lhkraaw&dl=0
https://www.dropbox.com/scl/fi/p9goazd9tkk16pfanffck/UCI-22-190.pdf?rlkey=nkh4oymj07ds5ir75rjhmz66y&dl=0

Newly d iagnosed . Open to Accrual Low Accruing Pending Activation/Suspended

UCl 23-17
Odronextamab (REGN1979) vs.
investigator’s choice in patient w/ FL

Accrual: 0/5 (3/20/24)

Coord: Regan Dagenhart
Mechanism: Anti-CD20 x Anti-CD3
bispecific antibody

Follicular Lymphoma

Uc # Chao Family Trial Flowchart Jun_2024 @
Comprehensive Cancer Center


Presenter Notes
Presentation Notes
UCI 23-17 �Inclusion�- diagnoses of CD20+ FL Grade 1-3a, stage II bulky or stage III / IV. �- presence of ≥1 of the following: B symptoms, large tumor mass (characterized by lymphomas with a diameter >3 cm in 3 or more regions or 
by a lymphoma with a diameter >6 cm in 1 region), and/or presence oflymphoma-related complications�- measurable disease on cross-sectional imaging documented by diagnostic imaging CT/MRI�

https://www.dropbox.com/scl/fi/hic4e7tknj8drmd05oxgw/UCI-23-17.pdf?rlkey=uvhay7xadzdv5fmq5azyb91mq&dl=0

Follicular Lymphoma

Relapsed/Refractory

Molecularly-Driven

UCI 22-96 (PRMC approval)
Epcoritamab in outpatient
setting for R/R DLBCL and

classic FL (gradel-3a)

Accrual: 0/5

Coord: TBD
Mechanism: IgG1-bispecific
antibody

# Chao Family
Comprehensive Cancer Center

. Open to Accrual

UCI 22-134
Oral AS-1763 in patients w/
previously treated CLL/SLL or NHL

Accrual: 2/5

Coord: Stephanie Osorio/Kelsey
McAbee

Mechanism: BTK inhibitor for both
wild-typ and C481S-mutant type

UCI 20-198 (suspended)
NX-2127, Bruton’s tyrosine kinase
degrader, in adults w/ R/R B-cell
malignancies

Accrual: 1/3

Coord: Regan Dagenhart
Mechanism: BTK degrader + iMiD

Low Accruing Pending Activation/Suspended

Consolidation

S2114
Consolidation therapy following
CD19 CAR T-cell tx

Accrual: 0/6

Coord: Regan Dagenhart
Mechanism: bite/mab

Trial Flowchart Jun_2024 e


Presenter Notes
Presentation Notes
UCI 21-19�Inclusion�- R/R  DLBCL, FL, MCL, MZL, WMG, Burkitt and Burkitt-like lymphoma, HCL, CLL, or SLL �- at least 1-2 standard therapies (CLL/SLL: at least 1 prior BTK and/or BCL-2 directed therapy�- CLL diagnosis: Hellek diagnostic criteria�- measurable dx not required �- CD20 expression�

UCI 22-01�Inclusion�- R/R FL received at least 2 prior systemic lines of therapies (anti-CD20 monoclonal antibody + alkylating agent or1st line systemic chemoimmunotherapy�- high-risk disease defined as relapse/progression <24months of initiation of the initial course of chemoimmunotherapy

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 20-198�Inclusion�- received at least 2 prior lines of therapy�-histologically confirmed R/R CLL, SLL, WM, MCL, MZL, FL (grade 1-3b), and DLBCL e/ MYC & BCL2 and/or BCL6 rearrangements and high-grade B-cell lymphoma NOS

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 21-04�Inclusion�- histologically confirmed by 2016 WHO classification EBV+ lymphoma per local lab by EBER-ISH�- with no available standard therapies
- for ENKTL: Relapsed/refractory disease following 1 or more prior systemic therapies and have failed an asparaginase containing regimen
for non-ENKTL patients: Relapsed/refractory disease following 2 or more prior therapies.

UCI 22-96�Specific inclusion for R/R FL
Documented CD20+, classic FL (grade 1-3a)
At leas 2 prior lines of systemic therapies, including at least 1 anto-CD20 monoclonal antibody treatment

General inclusion�- at least one target lesion (nodal: long axis > 1.5 cm and short axis > 1.0 cm, extranodal lesion: long axis > 1.0 cm) 
No CVD
Must not have known past or concurrent malignancy, except for cervical carcinoma (<stage1B), non-invasive basal cell or squamous cell skin carcinoma, superficial bladder cancer, localized prostate cancer, any curable cancer with a CR >2 years
Must not have surgery within 4 weeks prior to C1D1
Must not have TB or treated TB within the past 12 months �

https://www.dropbox.com/scl/fi/o4vmvs06f132lisxvm7at/UCI-22-134.pdf?rlkey=wt118c4nosmtdmes7e8d9siqp&st=liqwy6vq&dl=0
https://www.dropbox.com/scl/fi/cuc969mk2f35r3pfw13y3/S2114.pdf?rlkey=0810puky9izqtltbea9uiftog&dl=0
https://www.dropbox.com/scl/fi/mv49rmw9ncu0daiqybdvb/UCI-20-198.pdf?rlkey=hfzv2yh5pz5dhnf0be35yyn9k&dl=0

Relapsed/Refractory

3 Line+

UCl 22-134
Oral AS-1763 in patients w/
previously treated CLL/SLL or NHL

Accrual: 2/5

Coord: Stephanie Osorio/Kelsey
McAbee

Mechanism: BTK inhibitor for both
wild-typ and C481S-mutant type

UCI 20-198 (suspended)
NX-2127, Bruton’s tyrosine
kinase degrader, in adults w/
R/R B-cell malignancies

Accrual: 1/3

Coord: Regan Dagenhart
Mechanism: BTK degrader +
iMiD

Marginal Zone Lymphoma

Uc # Chao Family
Comprehensive Cancer Center

. Open to Accrual Low Accruing

Molecularly-Driven

UcCl 21-04

Nanatinostat + Valganciclovir in
patients w/ EBV+ R/R lymphomas

Accrual: 1/2

Coord: Regan Dagenhart
Mechanism: selective HDAC class |
inhibitor

Pending Activation/Suspended

Trial Flowchart Jun_2024 @


Presenter Notes
Presentation Notes
UCI 21-19�Inclusion�- R/R  DLBCL, FL, MCL, MZL, WMG, Burkitt and Burkitt-like lymphoma, HCL, CLL, or SLL �- at least 1-2 standard therapies (CLL/SLL: at least 1 prior BTK and/or BCL-2 directed therapy�- CLL diagnosis: Hellek diagnostic criteria�- measurable dx not required �- CD20 expression�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 20-198�Inclusion�- received at least 2 prior lines of therapy�-histologically confirmed R/R CLL, SLL, WM, MCL, MZL, FL (grade 1-3b), and DLBCL e/ MYC & BCL2 and/or BCL6 rearrangements and high-grade B-cell lymphoma NOS�
UCI 21-04�Inclusion�- histologically confirmed by 2016 WHO classification EBV+ lymphoma per local lab by EBER-ISH�- with no available standard therapies
- for ENKTL: Relapsed/refractory disease following 1 or more prior systemic therapies and have failed an asparaginase containing regimen
for non-ENKTL patients: Relapsed/refractory disease following 2 or more prior therapies.�
��




https://www.dropbox.com/scl/fi/mv49rmw9ncu0daiqybdvb/UCI-20-198.pdf?rlkey=hfzv2yh5pz5dhnf0be35yyn9k&dl=0
https://www.dropbox.com/scl/fi/nmrm8njld327cfd56irsu/UCI-21-04.pdf?rlkey=racc3iqws8d3tf0svkxusbjga&dl=0
https://www.dropbox.com/scl/fi/o4vmvs06f132lisxvm7at/UCI-22-134.pdf?rlkey=wt118c4nosmtdmes7e8d9siqp&st=r9kszobz&dl=0

Relapsed/Refractory

UCI 22-134
Oral AS-1763 in patients w/
previously treated CLL/SLL or NHL

Accrual: 2/5

Coord: Stephanie Osorio/ Kelsey
McAbee

Mechanism: BTK inhibitor for both
wild-typ and C481S-mutant type

Mantle Cell Lymphoma

Uc # Chao Family
Comprehensive Cancer Center

. Open to Accrual

Low Accruing

Pending Activation/Suspended

Trial Flowchart Jun_2024 Q


Presenter Notes
Presentation Notes
UCI 21-19�Inclusion�- R/R  DLBCL, FL, MCL, MZL, WMG, Burkitt and Burkitt-like lymphoma, HCL, CLL, or SLL �- at least 1-2 standard therapies (CLL/SLL: at least 1 prior BTK and/or BCL-2 directed therapy�- CLL diagnosis: Hellek diagnostic criteria�- measurable dx not required �- CD20 expression

�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 21-04�Inclusion�- histologically confirmed by 2016 WHO classification EBV+ lymphoma per local lab by EBER-ISH�- with no available standard therapies
- for ENKTL: Relapsed/refractory disease following 1 or more prior systemic therapies and have failed an asparaginase containing regimen
- for non-ENKTL patients: Relapsed/refractory disease following 2 or more prior therapies.
�

https://www.dropbox.com/scl/fi/nlpoiwkn127k0p91ntbpm/UCI-22-134.pdf?rlkey=p5vcmyo10yu4k1st6zz0ll8g4&dl=0

Newly diagnosed

75 y/o Older

$1918
R-miniCHOP w/ or w/o oral
Azacititine in patients 75 y/o or
older

Accrual: 3/10

Coord: Regan Dagenhart
Mechanism: Oral
hypomethylating agent

Diffuse Large B-Cell Lymphoma

Uc # Chao Family
Comprehensive Cancer Center

. Open to Accrual

Low Accruing

Pending Activation/Suspended

Trial Flowchart Jun_2024 @


Presenter Notes
Presentation Notes
 UCI 20-31�- previously untreated non-germinal center DLBCL�- <75 y/o�
�

https://www.dropbox.com/scl/fi/xcfn3f9omnvro4bo4lq1d/S1918.pdf?rlkey=nlpvgtwbdzn72twn89ki2ojmc&dl=0

Diffuse Large B-Cell Lymphoma

Rela psed/Refractory . Open to Accrual Low Accruing

Primary Relapsed/Refractory Secondary Relapsed/Refractory

UCI 21-225 (suspended) HCI20°12688
Glofitamab+ R-ICE in patients w/ CB-OlQ, CRI?PR-edlted
R/R transplant eligible DLBCL allogeneic anti-CD19 CAR-T
II'th

Accrual: 10/10 cell therapy

Coord: Regan Dagenhart Accrual: 5/7
Mechanism: T-cell bispecific Coord: Emiri Matsuda
antibody targeting CD20 (B-cell) and Mechanism: anti-CD19

CD3e chain T-cell) CHIMERIC ANTIGEN

RECEPTOR

Cell Therapy- CRS mgmt
|_Outpatient |

UCI 23-193 (IRB initial approval)

CTO1681 for the Prevention and UCI 22-96 (PRMC approval)
Treatment of CRS in Patients with Epcoritamab in outpatient
DLBCL receiving Chimeric Antigen setting for R/R DLBCL and
Receptor T-Cell Therapy classic FL
Accrual: 0/5
Accrual: 0/5
Coord: Judit Castellanos
Mechanism: PGE2 & PGI2 agonist Coord: TBD
Mechanism: IgG1-bispecific
antibody

Uc # Chao Family
Comprehensive Cancer Center

Pending Activation/Suspended

Trial Flowchart Jun_2024 @


Presenter Notes
Presentation Notes
UCI 21-225�Inclusion�- histologically confirmed B-cell lymphoma (DLBCL-NOS, including EBV+ DLBCL, HGBCL w/ MYC and B-cell lymphoma 2 and/or B-cell lymphoma 6 rearrangements, HGBCL- NOS�- treated w/ 1 line of prior systemic therapy, including an anti-C20 monoclonal antibody and an anthracycline�- R/R after 1st line chemoimmunotherapy�- candidate for high-dose chemotherapy followed by ASCT or CAR-T�- at least one bi-dimensionally measurable nodal lesion (>1.5cm) or 
one bi-dimensionally measurable  1 cm) extranodal lesion, as measured on CT �

UCI 21-19�Inclusion�- R/R  DLBCL, FL, MCL, MZL, WMG, Burkitt and Burkitt-like lymphoma, HCL, CLL, or SLL �- at least 1-2 standard therapies (CLL/SLL: at least 1 prior BTK and/or BCL-2 directed therapy�- CLL diagnosis: Hellek diagnostic criteria�- measurable dx not required �- CD20 expression��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)

 UCI 23-193� Inclusion�- must have relapsed or refractory disease to at least 1 prior line of systemic therapy�- undergone leukapheresis and scheduled to receive protocol-specified commercially available axicabtagene ciloleucel CD19-directed CAR T-cell therapy for DLBCL without corticosteroid prophylaxis for CRS and/or ICANS �- measurable lymphoma disease adequate to judge by Lugano Criteria�Exclusion�- cytotoxic chemotherapy <14 days

UCI 22-96
Specific inclusion for R/R DLBCL: �- documented CD20+, include patients w/ double-hit and triple-hit only if HGBCL(MYC+BCL2/BCL6 translocation)
At least 1 prior systemic therapy, including at least 1 anti-CD20 monoclonal antibody treatment
General inclusion�- at least one target lesion (nodal: long axis > 1.5 cm and short axis > 1.0 cm, extranodal lesion: long axis > 1.0 cm) 
No CVD
Must not have known past or concurrent malignancy, except for cervical carcinoma (<stage1B), non-invasive basal cell or squamous cell skin carcinoma, superficial bladder cancer, localized prostate cancer, any curable cancer with a CR >2 years
Must not have surgery within 4 weeks prior to C1D1
Must not have TB or treated TB within the past 12 months 


	

	


https://www.dropbox.com/scl/fi/ngifn9dypomgius8c0mm6/UCI-21-225.pdf?rlkey=8bw7c1khcrhg887dnjqmny2o4&dl=0
https://www.dropbox.com/scl/fi/tesglbnt4sla0mglxxla4/UCI-20-126.pdf?rlkey=6t2oy5l14lhbjxkeasq9zf7u8&dl=0
https://www.dropbox.com/scl/fi/ihu0ivsfi2qovjkv3s4fu/UCI-23-193-Schema-Only.pdf?rlkey=ytian7cf9aof3ijc9iq6u7woh&dl=0

Rela psed/Refra CtO ry . Open to Accrual Low Accruing Pending Activation/Suspended

Tertiary Relapsed/Refractory

UCI 20-198 (suspended) $2114
NX-2127, Bruton’s tyrosine kinase
degrader, in adults w/ R/R B-cell
malignancies

Consolidation therapy
following CD19 CAR T-cell tx

Accrual: 1/3 Accrual: 0/6

Coord: Regan Dagenhart Coord: R.egan Pagenhart
Mechanism: BTK degrader + iMiD Mechanism: bite/mab

Diffuse Large B-Cell Lymphoma

Uc # Chao Family Trial Flowchart Jun_2024 @
Comprehensive Cancer Center


Presenter Notes
Presentation Notes
UCI 21-04�Inclusion�- histologically confirmed by 2016 WHO classification EBV+ lymphoma per local lab by EBER-ISH�- with no available standard therapies
- for ENKTL: Relapsed/refractory disease following 1 or more prior systemic therapies and have failed an asparaginase containing regimen
- for non-ENKTL patients: Relapsed/refractory disease following 2 or more prior therapies.



https://www.dropbox.com/scl/fi/mv49rmw9ncu0daiqybdvb/UCI-20-198.pdf?rlkey=hfzv2yh5pz5dhnf0be35yyn9k&dl=0
https://www.dropbox.com/scl/fi/cuc969mk2f35r3pfw13y3/S2114.pdf?rlkey=0810puky9izqtltbea9uiftog&dl=0

Hodgkin's Lymphoma

Relapsed/Refractory

Uc # Chao Family
Comprehensive Cancer Center

. Open to Accrual

Low Accruing

Pending Activation/Suspended

Trial Flowchart Jun_2024 e


Presenter Notes
Presentation Notes
UCI 21-04�Inclusion�- histologically confirmed by 2016 WHO classification EBV+ lymphoma per local lab by EBER-ISH�- with no available standard therapies
- for ENKTL: Relapsed/refractory disease following 1 or more prior systemic therapies and have failed an asparaginase containing regimen
- for non-ENKTL patients: Relapsed/refractory disease following 2 or more prior therapies


Newly d iagnosed . Open to Accrual Low Accruing Pending Activation/Suspended

COG ANHL1931
Nivolumab + chemo-
immunotherapy

Accrual: 2/5

Coord: Regan Dagenhart
Mechanism: PD1 inhibitor

Primary Mediastinal B-Cell Lymphoma

Uc # Chao Family Trial Flowchart Jun_2024 e
Comprehensive Cancer Center


Presenter Notes
Presentation Notes
COG ANHL1931�Inclusion�- histologically confirmed PMBCL�
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 21-04�Inclusion�- histologically confirmed by 2016 WHO classification EBV+ lymphoma per local lab by EBER-ISH�- with no available standard therapies
- for ENKTL: Relapsed/refractory disease following 1 or more prior systemic therapies and have failed an asparaginase containing regimen
- for non-ENKTL patients: Relapsed/refractory disease following 2 or more prior therapies


https://www.dropbox.com/scl/fi/fvdq2c13w7tyzttw4su3x/COG-ANHL1931.pdf?rlkey=uvs29lecx3qwigr4dc4dx63s6&st=3gi8ofxn&dl=0

Rela psed/Refra CtO ry . Open to Accrual Low Accruing Pending Activation/Suspended

Consolidation

Consolidation therapy following
CD19 CAR T-cell tx

Accrual: 0/6

Coord: Regan Dagenhart
Mechanism: bite/mab

Primary Mediastinal B-Cell Lymphoma

Uc # Chao Family Trial Flowchart Jun_2024 e
Comprehensive Cancer Center


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 21-04�Inclusion�- histologically confirmed by 2016 WHO classification EBV+ lymphoma per local lab by EBER-ISH�- with no available standard therapies
- for ENKTL: Relapsed/refractory disease following 1 or more prior systemic therapies and have failed an asparaginase containing regimen
- for non-ENKTL patients: Relapsed/refractory disease following 2 or more prior therapies


https://www.dropbox.com/scl/fi/cuc969mk2f35r3pfw13y3/S2114.pdf?rlkey=0810puky9izqtltbea9uiftog&dl=0

Relapsed/Refractory

&

L)

Cell Therapy

iInemia

UcCli 23-114
Safety and Efficacy of IMPT-314, a
CD19/20 Bispecific Chimeric Antigen
Receptor (CAR) T Cell Therapy in B-

cell NHL
Accrual:1/7

Coord: Kelsey McAbee
Mechanism: CD19/20 bispecific CAR

Waldenstrom’s Macroglobul

Other NHL Subtypes

Uc # Chao Family
Comprehensive Cancer Center

. Open to Accrual Low Accruing

3 line+

UCl 22-134
Oral AS-1763 in patients w/
previously treated CLL/SLL or NHL

Accrual: 2/5

Coord: Stephanie Osorio/ Kelsey
McAbee

Mechanism: BTK inhibitor for both
wild-typ and C481S-mutant type

UCI 20-198 (suspended)
NX-2127, Bruton’s tyrosine
kinase degrader, in adults w/
R/R B-cell malignancies

Accrual: 1/3

Coord: Regan Dagenhart
Mechanism: BTK degrader +
iMiD

Pending Activation/Suspended

Trial Flowchart Jun_2024 @


Presenter Notes
Presentation Notes
UCI 21-04�Inclusion�- histologically confirmed by 2016 WHO classification EBV+ lymphoma per local lab by EBER-ISH�- with no available standard therapies
- for ENKTL: Relapsed/refractory disease following 1 or more prior systemic therapies and have failed an asparaginase containing regimen
- for non-ENKTL patients: Relapsed/refractory disease following 2 or more prior therapies�
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 20-198�Inclusion�- received at least 2 prior lines of therapy�-histologically confirmed R/R CLL, SLL, WM, MCL, MZL, FL (grade 1-3b), and DLBCL e/ MYC & BCL2 and/or BCL6 rearrangements and high-grade B-cell lymphoma NOS�

UCI 21-19�Inclusion�- R/R  DLBCL, FL, MCL, MZL, WMG, Burkitt and Burkitt-like lymphoma, HCL, CLL, or SLL �- at least 1-2 standard therapies (CLL/SLL: at least 1 prior BTK and/or BCL-2 directed therapy�- CLL diagnosis: Hellek diagnostic criteria�- measurable dx not required �- CD20 expression��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).�

https://www.dropbox.com/scl/fi/o4vmvs06f132lisxvm7at/UCI-22-134.pdf?rlkey=wt118c4nosmtdmes7e8d9siqp&st=r9kszobz&dl=0
https://www.dropbox.com/scl/fi/mv49rmw9ncu0daiqybdvb/UCI-20-198.pdf?rlkey=hfzv2yh5pz5dhnf0be35yyn9k&dl=0
https://www.dropbox.com/scl/fi/3ekknczbt63txxlzh293p/UCI-23-114-Schema-Only.pdf?rlkey=o78lqgwhabj1iw30e97zssvmg&dl=0

Cutaneous T-Cell Lymphoma

Relapsed/Refractory

Uc # Chao Family
Comprehensive Cancer Center

. Open to Accrual

Low Accruing

Pending Activation/Suspended

Trial Flowchart Jun_2024 e


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 21-04�Inclusion�- histologically confirmed by 2016 WHO classification EBV+ lymphoma per local lab by EBER-ISH�- with no available standard therapies
- for ENKTL: Relapsed/refractory disease following 1 or more prior systemic therapies and have failed an asparaginase containing regimen
- for non-ENKTL patients: Relapsed/refractory disease following 2 or more prior therapies


Rela psed/Refra CtO ry . Open to Accrual Low Accruing Pending Activation/Suspended
UCl 21-224
KT-333 in R/R lymphomas,
LGLL and solid tumors

Accrual: 0/5 (opened
11/9/23)

Coord: Regan Dagenhart
Mechanism: STAT3 degrader

UCl 21-99
ONO-4685 given as
monotherapy

Accrual: 1/10

Coord: Regan Dagenhart
Mechanism: CD3-bispecific
antibody targeting PD-1

Peripheral T-Cell Lymphoma

Uc # Chao Family Trial Flowchart Jun_2024 @
Comprehensive Cancer Center


Presenter Notes
Presentation Notes
UCI 21-224�Inclusion�- histologically/pathologically confirmed lymphoma (phase 1b only)�- at least 1 prior systemic SOC or for whom SOCs are not available �- measurable dx per Lugano for PTCL�
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 21-144�Inclusion
- Relapsed/refractory AML, MDS/MPN, AITL or other mIDH-positive heme malignancy w/IDH mutations�- Received at least 2 prior lines of therapy��UCI 21-04�Inclusion�- histologically confirmed by 2016 WHO classification EBV+ lymphoma per local lab by EBER-ISH�- with no available standard therapies
- for ENKTL: Relapsed/refractory disease following 1 or more prior systemic therapies and have failed an asparaginase containing regimen
- for non-ENKTL patients: Relapsed/refractory disease following 2 or more prior therapies�
�UCI 21-01�Inclusion�- at least 1 prior line of therapu�- any subtype of PTCL�- at least 1 target lesion on PET/CT scan���UCI 22-196�Inclusion�- R/R PTCL�- 1-3 prior lines of therapy�- anaplastic large cell lymphoma patients are required to have received bretuximab vedotin prior to enrollment

https://www.dropbox.com/scl/fi/jogno8v8gl1aaqoed2u53/UCI-21-224.pdf?rlkey=5aav375h46zc260gqzxxyy7ds&dl=0
https://www.dropbox.com/scl/fi/bq3be7drp13mfyfb0bjf4/UCI-21-99.pdf?rlkey=onx055n3esdpytz7kwzpvzp8r&dl=0

. Open to Accrual Low Accruing Pending Activation/Suspended

Supportive Care

Long-Term FU

UCl 21-184
Long-term safety of CAR-T
inpatient w/ heme malignancies

UCI 14-03
Role of Inflammation in the

Pathogenesis of
Myeloproliferative Neoplasm

Accrual: 2/5

Coord: Emiri Matsuda

UCI 15-65
Effect of candidate blood UCl 21-90
cancer therapies on normal Risk-ADAPTed conditionin
human lymphocytes regimen for AHSCT

Accrual: 8/48

Coord: Heme coordinators

Supportive Care

Uc # Chao Family Trial Flowchart Jun_2024 e

Comprehensive Cancer Center


Presenter Notes
Presentation Notes
UCI 21-90�Inclusion�- 18-70y/o�- w/ diagnosis of heme malignancies requiring AHCT
- An HLA-matched related (MRD), HLA-matched unrelated (MUD) haploidentical (HAPLO) or 1-AG mismatched unrelated donor (MMUD)

https://www.dropbox.com/scl/fi/ynrjq9wwu1rp215miqhal/UCI-21-184.pdf?rlkey=hen1cd1l9ao67f8nyyqgs04tb&dl=0
https://www.dropbox.com/scl/fi/rvvxqm7tdy044oru19uao/UCI-21-90.pdf?rlkey=ukpprhbgvtlbeq03u0wwkjdl7&dl=0

. Open to Accrual Low Accruing Pending Activation/Suspended

Polycythemia vera HSCT Transplant

UCl 21-204
ISIS702843 in patients w/ PD-PC e
Prospective evaluation of CMV-
Mechanism: Antisense TCIP directed Letemovir ppx
oligonucleotide specific for after AHCT

human transmembrane

protease serine 6 Coord: Emiri Matsuda

Mechanism: anti-CMV

Accrual: 1/5
Coord: Kelsey McAbee

Other

UC] o Famiy Trial Flowchart Jun_2024 @

Comprehensive Cancer Center


Presenter Notes
Presentation Notes
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

https://www.dropbox.com/scl/fi/f353ztlcyhqxwh7dl9o2g/UCI-22-188-Schema.pdf?rlkey=tmgo2vtn1m43u2wnjsf6tcxsa&st=brf9hx7w&dl=0
https://www.dropbox.com/scl/fi/4yt5vq8cl0isyhd12wr69/UCI-21-204.pdf?rlkey=72loc21aov740qib5c585n5mq&dl=0
https://www.dropbox.com/scl/fi/bb2uo00rifob5lyhx9245/UCI-21-204.pdf?rlkey=ngeaei0jobx5k99r2v76ktkds&dl=0
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