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1L HD 0801 study

Early salvage  with high-dose
chemotherapy and autologous stem cell
transplantation In advanced stage
Hodgkin lymphoma  that are
PET-positive after two courses of
ABVD and comparison of RT on prior
bulk versus no RT In PET-negative
patients at the end of chemother apy
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Interim PET as prognostic indicator

Cumulative failure-free survival

0,6

0,4

0,2

IPSandPET
_[11Ps 0-2, PET2neg

_|'] 1Ps 0-2, PET2pos
IPS 3-7, PET2neg
_[']1Ps 3-7, PET2pos

log rank, p~ 0

| | | |
1 2 3 4 5

Time in years

Gallamini, 2007



|IL HD 0801 inclusion criteria

e Classical Hodgkin lymphoma
e StagelIB-1V

e Age 18-/0

 No prior therapy

o Written informed consent

« ECOG PSO0-3

 Baseline FDG-PET
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Staging including CT/PET scan
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End points

* Primary:
- 2-yr PFS
— 2yr EFSfor adjuvant RT [phase|ll study]

» Secondary :
— Completeremission rate

— 2-yr EFS (relapse, progression, toxic events and
death)

— 2-yr overall survival



FDG-PET Is mandatory after
two courses of ABVD

Central revison for postive
PET or PET with minimal
residual uptake



Salvage of PET-2 positive pts
Outline
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Bulky mediastinum: 33 pts

PET-2
I'd "

negative: 20 (60%)  positive: 13 (40%)

1 b Off-study to HD 0802

ABVD x 6 and random
for RT, if PET-6 negative




Pet-2 centralized revision:

21 + 6 (pending)

L ocal Centralized
positive negative

Positive (13) 11 (85%) 2

MRU (8) 1 7




|IL-HDO802 : 25 pts

22 PET-2 positive
3 PET-6 positive
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