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ADDICT-pedGLIO: Adjuvant Wilms’ tumour 1-specific
dendritic cellimmunotherapy complementing conventional
therapy for paediatric patients with high-grade glioma and diffuse
intrinsic pontine glioma: protocol of a monocentric phase

I/1l clinical trial in Belgium®
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, Conventional anti-glioma lo)
1 treatment(optional)

Inclusion ') Blood sampling for immunomonitoring purposes
- On the day of Vy,Vz and V

Leukapheresis fIShe Cay OT¥): ¥ ANCET
Autologous WT1/DC vaccination
3 induction vaccines (weekly + 3 days) o MRI
+ 6 booster vaccines (on day 21 (+ 3 days) of every 28-day cycle) at screening, after chemoradiation (statum A) or as medically appropriate before start

of the booster phase (stratum B), every 3 booster cycles and at least every 15 weeks
Additional WT1/DC vaccination during booster phase, every 12 + 1 weeks during additional V administrations and
(optional, fin = final) follow-up
Chemoradiation therapy
54 Gy in 1.8 Gy fractions 5 days/week for 6 weeks x PedsQL + BRIEF questionnaires
+ 90 mg/m2/day temozolomide (p.o.) daily X PedsQL questionnaires
Maintenance chemotherapy at screening, once during chemoradiation (stratum A), before start of induction phase
150-200 mg/m2/day temozolomide (p.o.) daily, day 1-5 of 28-day ( 3 and after completion of chemoradiation (stratum A), after the induction phase and
days) cycle, for a total of 6 cycles ! - before start of the booster phase, around the time of disease assessment during

! booster phase and optional continuation of V, 90 days (+ 1 week ) post Vg,
End of study
(90 days post Vip, or 24 months post diagnosis (whichever occurs later))
[1] Cheever et al. 2009 [4] De Bruyn et al. 2019
[2] Sugiyama et al. 2010 [5] Van Genechten et al. 2024

[3] Lee et al. 2019
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ADDICT-pedGLIO: feasibility & safety (23 i UZA’

Patient characteristics [ (n=200 | ]
B o range
Age (years) 11 4-15
Blood volume (ml) 2410 870—-3155
Monocytic cell count (/pl) 660 190-1110 2500
] =
Apheresisprocedures | (n=13) | | 2
proportion percentage 3

Femoral catheter 8/13 61% ¢

Successful procedure 8/8 100% <
Peripheral catheter 5/13 39% e
Successful procedure 3/5 60% E
Priming required 3/13 23%
. ; . o

Corticosteroid use at apheresis 2/13 15% S T G o P S s
_ monocytic yield (x 10° cells)
Suppletion
7/13 54% i bl | eres .
3/13 23% FIGURE 1. Corre athn b‘etween total blood vo .ume X pre-ap ere:S|s monocytic
_ count and monocytic yield. *Bloodvolume adjusted for age, weight, sex and
I - pubertal stage in females
Yield (CD14* cells, x10°) 1,73 0,69-3,3

TABLE 2. APHERESIS RELATED DATA

AE relationship Number of Number of Number of Number of Number of Number of Number of AEs
patients AEs G1 AEs G2 AEs G3 AEs G4 AEs with unknown
erade

TABLE 3. ADVERSE EVENTS IN RELATION TO STUDY COMPONENT
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ADDICT-pedGLIO Patient-009 )
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FIGURE 6. TREATMENT PLAN pedGLIO-009
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Figure 1: Immunohistochemistry and graphic representation ADDICT-pedGLIO clinical trial protocol.

Immunostaining at diagnosis shows 93% cytoplasmatic positivity for WT1 (coupe A). WT1-expression drops to 1% in the specimen retrieved at secondary
resection (Coupe B), after exposure to WT1-directed immunotherapy following the ADDICT-pedGLIO clinical trial protocol. (1)

FIGURE 8. WT1 IMMUNOHISTOCHEMESTRY pedGLIO-009

FIGURE 7. EVOLUTION IMAGING (FET-PET) pedGLIO-009



Future research

/Immune-monitoring h
ADDICT-pedGLIO cohort

- Flow cytometry

- Functional assays

- RNA-sequencing
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[1] Morani et al. 2019
[2] Mesodec clinical trial UZA, unpublished
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