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A4232/PTCL-STAT

For Patients with Peripheral T Cell Lymphoma

EA4232 Available Through ECOG-ACRIN Cancer Research Group

A Randomized Phase Il Study to Evaluate Benefits of Autologous Stem Cell Transplant
in Patients with Peripheral T Cell Lymphoma that Achieved a First Complete Remission
(CRI) Following Induction Therapy (PTCL-STAT)

Patient Population
See protocol Section 3 for complete eligibility criteria

Age 2 18 and < 75 years, ECOG PS 0-2, adequate lab
values obtained < 14 days prior to randomization
Must have histologically proven peripheral T-cell lym-
phoma (PTCL) in one of the following:
¢ Anaplastic large cell lymphoma (ALCL) ALK-
negative
0 Angicimmunoblastic T-cell lymphoma (AITL)
0 Nodal PTCL with TFH phenotype
O Peripheral T-cell ymphoma not otherwise speci-
fied (PTCL-NOS)
Must have undergone induction treatment with an
anthracycline-based chemotherapy
¢ Patients who discontinued anthracycline during
treatment are eligible as long as they received at
least | dose and achieved complete remission
(CR)
Must have achieved radiologic CR following induction
therapy as defined by the Lugano criteria with a Deau-
ville score between |-3 by PET-CT
¢ Baseline PET-CT must have been completed <
60 days prior to randomization; No central re-
view required (status is determined by the enrol-
ling institution)
¢ If patient had positive bone marrow biopsy at
initial diagnosis (pre-induction), repeat biopsy
must be completed post-induction to confirm
CR
Must be eligible for high dose chemotherapy and autol-
ogous stem cell transplant (ASCT) per the enrolling
institutional guidelines and be ready to proceed with
ASCT if randomized to that arm
Must not have active infection requiring IV systemic
antimicrobial at time of randomization
HIV, HBV, or HCV-infected patients are eligible per
protocol

Arm A (Observation):

Arm B (High Dose [HD] Chemotherapy + ASCT):

See Section 6 for Measurement of Effect and imaging guide-
lines

Treatment Plan
See protocol Section 5 for complete treatment details

Patients will be followed as outlined in Section 7.1
until progression

At progression, patients will receive standard of care
treatment per investigator’s discretion and will con-
tinue to be followed for overall survival

Stem cell collection and banking during the observa-
tion phase is allowed

Recommended that stem cell collection starts within
6 weeks of randomization (start of stem cell collec-
tion is defined as start of G-CSF)

O If baseline PET/CT is > 90 days from scheduled
start of mobilization, a repeat PET/CT with
Deauville score will be done to confirm CR has
been maintained

All aspects of ASCT are performed per institutional
standard of care, including selection of the mobiliza-
tion regimen and HD chemotherapy regimen (see
Section 8 for common regimens)

¢ Premedication, antiemetics, emergency medica-
tion, and supportive care will follow institution-
al practice for the specific regimen chosen

Arm B patients who do not undergo ASCT will be
treated per physician discretion and followed as in-
tention to treat

If <2 million CD34+ cells per kg of patient’s actual
body weight (or ideal body weight per institutional
guidelines) are collected, patient will be considered
to have discontinued protocol therapy

Dose modifications/delays of the stem cell mobiliza-
tion or HD chemotherapy are permitted for Arm B

Patient Enrollment (Oncology Patient Enrollment Network [OPEN])

@ https://open.ctsu.org/open

@ |-888-823-5923

Protocol Information (ECOG-ACRIN Operations — Boston)

@ http://ecog-acrin.org (Member Login) @ |-857-504-2900
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Accrual Goal: N = 294

Randomized 1:1

NOTE: This study utilzes new streamlined Standard FPracticesfor protocol development and data collection designed to reduce data submission in IND-
exempt trials and reduce the operational burden of paricipating in NCTN trials.

1. Patients randomized to Arm A Observation will be followed senally with PET-CT and CT imaging as outlined in Section 7.1. Please refer to Section
5.1.1for additional infarmation

2. Am B: All aspects of the ASCT procedure, including stem cell mobilization, stem cell colledion, high-dose chemotherapy, ASCT infusion, and post-
transplant supportive care will be performed as per institutional guidelines. Please refer to Section 5.1.2 for additional information.

3. All patients will be followed for response until progression and for survival for 12 years from the date of randomization. Refer to Section 7 for

additional information.
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