Hit  HH $ % &
' ( $)* _|_’

XL

Congresso Nazionale

~_ AIEOP

! &

Dalne
Bologna

A;EOP
——

|| Fondazione
27 Maggio ‘ 28-29 Maggio V-A‘i ISTITUTO DI RICERCA
AIEOP incontra FIAGOP CONGRESSO AIEOP | == | w2 PEDIATRICA




' $ % &

RI:
R2:
R3: ‘ BB |©

CHEEE

[a]: In caso di dubbia massa residua eseguire revisione chirurgica. Nel caso la neoplasia fosse ancora evidente avviare il paziente al trapianto di
cellule staminali emopoietiche.

[b]: In caso di coinvolgimento del SNC eseguire due 1ni: ioni i li di chemi, ico per ciascun blocco.
[c]: In caso di massa residua somministrare G-CSF per la raccolta delle cellule staminali.

Inter-B-NHL 2010

Sponsor Protocol N°: IGR2009/1593 For children/adolescents with B-cell ymphoma (except PMLBL) and stage Il + LDH >

EudraCT N°: 2010-019224-31 s, Simpaiani oAkl

INTERGROUP TRIAL FOR CHILDREN OR ADOLESCENTS
WITH B-CELL NHL OR B-AL: EVALUATION o | comou | [ comou | | ene |[ one || m [ w |
OF RITUXIMAB EFFICACY AND SAFETY IN HIGH RISK
PATIENTS ["cop [ oo consom | [oocorsom |[ oone |[ oove |[ m |[ m |

European Intergroup for Childran Non Hodghin's Lymphom (EICNHL)
Children Oncology Group (COG) 375 mg/m? rituximab
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Tot. patients 442, di cui 63 DLBCL (14%) e 379 BL (86%)

Median age (years)

8.6 (range, 0.03-17.8)

Median LDH (IU/L)

573 (range, 135-11322)

Median follow-up (years)

5.4 (range, 0.05-15.1)

Period of enrollment

1997-2014

Pts

Ev 5-y Proo SE%

OS

442

31 93 1

Pts Ev 5-y Proo

SE%

EFS 442 46 90




Characteristics  Categories # Events 5-y PFS % Univariate  Multivariate Hazard Ratio
Pts (SE%) p-value p-value (95% ClI)

Age <7.9yrs 64 7 89 (4) 0.20 n.s.
>7.9yrs 64 12 81 (5)

Gender Male 113 15 87 (3) 0.16 n.s.
Female 15 4 73 (11)

Median LDH <1009 IU/L 64 6 91 (4) 0.08 n.s.
> 1009 IU/L 64 13 79 (5)

Stage |+ 26 2 92 (5) 0.27
HI+1V 102 17 83 (4)

Risk group R1+R2 34 2 94 (4) 0.09 n.s.
R3+R4 94 17 82 (4)

BM Involvement  Yes 10 3 70 (14) 0.14 n.s.
No 118 16 86 (3)

CNS Involvement Yes 7 2 71 (17) 0.22
No 121 17 86 (3)

MDD Pos 39 10 74 (7) 0.03 0.04 2.6 (1.1-6.5)
Neg 89 9 90 (3)
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Rituximab -
NO Rifirximab

2-year EFS: 94.2% 2-year EFS: 81.5%

Analisi condotta su 310 pazienti e 27 eventi (20 no ritux, 7 ritux)



$ % &

$% &



e

N







[, $

%

%

H#

H @



C(
C %

C(

A -./B
.
.6 7
D-<=7
%
Y 207

10



567/89

#t H#H

#t  H#H

Al



/<8 ? ) « A6, 22 ? F
A, /A8
-, % ( A+ A2. -A 8/
/0. 5 .,,6 9 A IO 2A 88
EA 28 8A +6

# 3 A2-




Hit

H#

%

#it

261<. 5,0=9

1 G -






Hi

A /6,

A

#it

"A,252+=9

\ 4




%

FA

?

) HIA-



0

? )
5,<=9

Hi

A <+

5<.=

9

a

#Hit

"A65/8=9

\ 4




82

? )
568=9

Hi

A <+

A

y

#it

" A </ 560=9

5/-=9

\ 4

) 7

6 ? F
5/0=9

/" 5/-=9




Rituximab

No Rituximab
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Proposta nuovo protocollo:
AIEOP LNH -2019

Stage | or Il, completely resected, MMD negativi

Stage | or Il, not completely resected, MMD negativi
Stage Il and LDH < 500 1U/L, MMD negativi

R1 or R2 MMD positivi;
Stage Ill, LDH 500 < 1000 IU/L, MMD +/-
Stage IV, LDH < 1000 IU/L, CNS negative MMD +/-

Stage Il and LDH 1000 IU/L, MMD +/-;

Stage IV and LDH 1000 IU/L and CNS -, MMD +/-;
B-ALL and LDH < or 1000 IU/L, CNS-;

CNS + and MMD +/-;

A

B
B*

A A B*
AA BB CC AA BB
BB CC AA BB cC

*
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Proposta nuovo protocollo:
AIEOP LNH -2019
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