Phase 3 SYMPATICO (PCYC-1143):
Sponsored by Pharmacyclics LLC, an AbbVie Company

Study Design and Endpoints

1

A multinational, randomized, double-blind study to evaluate the efficacy and safety of the combination of
ibrutinib plus venetoclax in patients with relapsed or refractory mantle cell lymphoma (R/R MCL)

Safety Run-in
To evaluate the occurrence
of tumor lysis syndrome
(TLS) and Dose Limiting
Toxicities (DLTs) with the
concurrent administration
of ibrutinib and venetoclax.
Ibrutinib at 560 mg qd and
venetoclax starting at 20 mg,
and gradually ramped up to
a target dose of 400 mg qd
over a 5-week period.2

Venetoclax

Ibrutinib
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Week 2
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20 mg

50 mg
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Week 5
onwards

200 mg

400 mg

560 mg once daily

R/R MCL
n=287

ibrutinib + venetoclax (24 mo)
ibrutinib 560 mg po qd, and venetoclax po qd
ramp-up schedule with a target dose of 400 mg

discontinue venetoclax
continue ibrutinib

R 1:1

ibrutinib + placebo (24 mo)
ibrutinib 560 mg po qd, and placebo po qd

discontinue placebo
continue ibrutinib

(approx.)

Until
Progression
of Disease,
unacceptable
toxicity or
withdrawal
of consent

Key Inclusion Criteria

Key Exclusion Criteria

• Pathologically confirmed MCL (in tumor tissue), with documentation of
either overexpression of cyclin D1 in association with other relevant markers
(eg, CD19, CD20, PAX5, CD5) or evidence of t(11;14) as assessed by
cytogenetics, fluorescent in situ hybridization (FISH), or polymerase chain
reaction (PCR)

• History or current evidence of central nervous system
lymphoma

• At least 1 measurable site of disease on cross-sectional imaging (CT/PET)

• Concurrent enrollment in another therapeutic investigational
study or prior therapy with ibrutinib or other BTK inhibitors
• Prior treatment with venetoclax or other BCL2 inhibitors

• At least 1, but no more than 5, prior treatment regimens for MCL
• Failure to achieve at least partial response (PR) with, or documented disease
progression after, the most recent treatment regimen

Primary Outcome Measure

• Subjects must have adequate fresh or paraffin embedded tissue

• Occurrence of TLS and DLTs
• To evaluate Progression-free survival (PFS) of ibrutinib and
venetoclax compared to ibrutinib and placebo

Venetoclax and Ibrutinib are being investigated for indications that have not been approved by Regulatory Agencies.
Safety and Efficacy have not been established in unapproved indications.
1. https://clinicaltrials.gov/ct2/show/NCT03112174 (accessed May 2017)
2. Specific doses information from study protocol, not in CT.gov
Venetoclax is being codeveloped by AbbVie and Genentech, a member of the Roche Group.
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To learn more about these studies, please visit https://ClinicalTrials.gov
or email abbvieclinicaltrials@abbvie.com

