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Glioblastoma multiferme

e Most common primary brain tumour

e Treatment:

s Adjuvant chemotherapy following RT, has been an issue of
debate for years

+ In European countries/Canada, the limited survival
benefit of adjuvant chemotherapy was not believed to
outweigh treatment-related side effects

m surgery: biopsy and/or resection
m focal radiotherapy: 60 Gy in 30 fractions

e Prognosis:

m patients die from recurrent disease in the brain
s median survival: 9 - 12 months



Rationale for phase I trial with
adjuvant temozoelomide

TMZ has single agent activity
Oral tablet

TMZ is well tolerated with no negative impact on
QoL (Osoba 2000)

Promising clinical efficacy with TMZ/RT in a
phase Il trial (Stupp 2002)

Little is known about QOL of these patients
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Radiotherapy / Temozolomide adjuvant
study In Glioblastoma

= 85 institutions, 14 countries, 573 patients
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QOL results - Baseline

Mean baseline scores for the EORTC QLQ-C30 by

treatment group (selected scales)

B RT + TMZ

Mean scores

functioning scale global QoL (GL) and role functioning (RF):
low scores

symptom scales fatigue (FA) and insomnia (SL): high
scores

no difference between treatment arms



QOL results - Baseline

Mean baseline scores for the EORTC QLQ- BN 20 by
scales and treatment group
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ﬁyrrr\]ptom scales future uncertainty (FU) and drowsiness (DR)
J¢)

symptom scale seizures (SE) low

no difference between treatment arms



o-roorco.  Profiles
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® Healthy women (50-59 years). (Schwarz et al. Eur J Cancer, 2001)

Glioblastoma patients basleine (Bottomley et al 2005)
@ Glioblastoma patients three months post treatment with RT/ temozolomide (Bottomley et al 2005)



Key. message: no difference between arms
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Conclusions

Baseline QOL in GBM: Major impairment

No negative impact of concomitant/adjuvant TMZ on QOL
during treatment

RT with concomitant and adjuvant TMZ :
- more effective than standard treatment
- safe

- no detrimental effect on QOL

EMEA/FDA approved this drug for GBM based on this trial
(clinical data)



