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MSKCC 01-142: DLBCL: Risk Adapted for Therapy

CS lIX, Il or IV disease, age-adjusted IPI 1, 2, or 3 Risk Factors,
Transplant Eligible

«  Prospective, biopsy
controlled
determination of
“positive PET”

. « Therapy interval 2
weeks

 PET 10-14 days

| post cycle 4
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not PET

« No radiation
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MSKCC 01-142: Patient Characteristics

Characteristic

N 98

Gender Male 57
Female 41

Median age 47
Range 20-65

>60 16

KPS <80 32

LDH >normal 85

CS \Y, 64

aalPI LR Excluded
LIR 21

HIR 49 } 2904
HR 28

Characteristic
CD10 26/91
BCL6 60/89
MUM1 36/87
P53 38/82
Cell of Origin*
GC 40%
Non-GC 30
PMLBL 30
Indeterminate 4
Median Ki-67 (MIB1) 63%
> 80% 37




DLBCL.: Risk adapted therapy

MSKCC 01-142

R-CHOP-14 x 4 (98 enrolled) —» POD-1

!

Interim PET
97 pts
PPV 26% W\
38 pts 99 pts
BX. PV\ 52 EF
S pts 33 Pts
3 EF 28 EF

Total of 10 patients dead of disease




MSKCC 01-142: Outcomes

Progression Free Survival Overall Survival

Progression Free
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MSKCC 01-142: Outcome By Previously

|dentified Prognostic Factors

PFS: Age Adjusted IPI
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What Explains the Frequency of False

Positive Interim PET Scans in This Study?

Differences with prior analyses of Spaepen
and Haioun:

Dose dense therapy forces PET scan to be done
within 14 days of therapy, median 12 days

All patients received rituximab

Does residual inflammation explain the false
positives?

Spaepen et al. Ann Oncol 2002;13:1356-1363; Haioun et. Al, Blood 2005 106(4)




Inflammation Score for Interim Biopsies

mild, focal, minute, acute or chronic inflammation, fibrosis moderate inflammation with macrophages
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Inflammatory Score and SUV  \reriv

Inflammatory N SUV \terv Residual

Score (Median/ DLBCL
Range)

1 14 3.5 0
1.5-11.5

2 3 3 0
2.5-11.5

3 14 3.4 4

2-14




MSKCC 08-026: DLBCL.: Risk Adapted for Therapy
CS IIX, lll or IV disease, age-adjusted IPI 1, 2, or 3 Risk
Factors, Transplant Eligible
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Accrual and Current Status

Total accrual: 35 patients (3/10/2010)
Patients actively being treated: 3
Patients in follow-up: 27

1 patient off-study for hydropneumothorax discovere d on
second FLT PET

Consolidation Accrual:

Consolidation A: 21 patients

Consolidation B: 8 patients

Consolidation C: 1 patient

Undetermined: 3 patients

Did not proceed to Consolidation therapy: 2 patient S




Patient Characteristics

Median age at outset: 51years (range: 21-71)
63% female
10/35 patients with PMBL
aalPI*
All three risk factors (HR): 12
Two risk factors (HIR): 11
One risk factor (LIR): 9

*Need additional information to determine aalPI for 3 patients




Interim Restaging

Summary: 30 patients have undergone 4 cycles of RR-CHOP14/CH 0OP21

followed by interim restaging scans (2 off-study be fore restaging, 3 currently
receiving induction therapy)

RESULTS:

13/ 30 (43%) had a positive FDG-PET scan

Biopsy location of PET-avid sites: mediastinal mass (5), lymph node (4),
inguinal soft tissue (1), splenic nodule (1), colon (1), tonsil (1)

12 / 13 (92%) biopsies were negative




DLBCL Summary

When R-X chemotherapy is administered,
Interim restaging FDG-PET negative patients
have greater than an 80% 5 yr. PFS

However, if the test is positive PFS ranges
from 30-70%

Clearly interim FDG-PET scans for patients are
Investigational!




Lymphoma Disease Management
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