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BACKGROUND: Levetiracetam (LEV) is one of the most frequently used
antiepileptic drugs (AED) for brain tumor patients with seizures. We hy-
pothesized that toxicity of LEV and temozolomide-based chemoradiotherapy
may overlap. PATIENTS AND METHODS: In a retrospective analysis of
individual patient data using a pooled cohort of patients with newly diag-
nosed glioblastoma included in clinical trials prior to chemoradiotherapy
(CENTRIC, CORE, AVAglio) or prior to maintenance therapy (ACT-IV), we
tested associations of hematologic toxicity, nausea or emesis, fatigue, and
psychiatric adverse events during concomitant and maintenance treatment
with the use of LEV alone or with other AED versus other AED alone or in
combination versus no AED use at the start of chemoradiotherapy and of
maintenance treatment. RESULTS: Of 1681 and 2020 patients who started
concomitant chemoradiotherapy and maintenance temozolomide, respect-
ively, 473 and 714 patients (28.1% and 35.3%) were treated with a LEV-
containing regimen, 538 and 475 patients (32.0% and 23.5%) with other
AED, and 670 and 831 patients (39.9% and 41.1%) had no AED. LEV was
associated with higher risk of psychiatric adverse events during concomi-
tant treatment in univariable and multivariable analyses (RR 1.86 and 1.88,
p<0.001) while there were no associations with hematologic toxicity, nausea
or emesis, or fatigue. LEV was associated with reduced risk of nausea or
emesis during maintenance treatment in multivariable analysis (HR=0.80,
p=0.017) while there were no associations with hematologic toxicity, fa-
tigue, or psychiatric adverse events. CONCLUSION: Any association of
psychiatric adverse events with LEV did not persist beyond the concomitant
treatment phase. Antiemetic properties of LEV may be beneficial during the
maintenance temozolomide.
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BACKGROUND: Gliomas are the commonest form of primary brain
tumour, accounting for 80% of malignant brain tumours. Gliomas repre-
sent a heterogeneous group of cancers with variable outcomes, traditionally
graded from I to IV (least to most aggressive). The poor prognosis of some
glioma patients and high symptom burden has led to a growing emphasis on
their quality of survival. Maintaining cognitive function, physical function
and other health-related quality of life aspects throughout the disease trajec-
tory are key considerations, particularly for patients with aggressive forms
of glioma. It is therefore important that glioma intervention studies collect
data aligned with patient priorities that enables assessment of the net clinical
benefit of treatments and facilitates informed decision-making. In particular,
and of increasing recognition, is the importance of monitoring the incidence
of adverse events during and after the course of an intervention, and under-
standing their impact upon patients, and patients” own assessment of, toler-
ability. MATERIAL AND METHODS: A trial registry review, a systematic
review of the qualitative literature and semi-structured interviews with pa-
tients and caregivers were undertaken. Outcomes were extracted from these
sources to formulate a longlist during the development of a core outcome set
for glioma interventional trials (the COBra study). RESULTS: The registry
review (n=91), systematic review (n=21) and semi-structured interviews
(n=19) identified many important outcomes and concepts, one of which was
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tolerability. Tolerability, adverse events, toxicity or safety was reported to be
collected as an outcome in 46 trials. Outcomes related to tolerability were
identified from 7 articles included in the systematic review. Themes related
to tolerability emerged from the qualitative interviews. These included toler-
ability of side effects of treatment; trade-offs of side effects versus potential
benefits in deciding on, and willingness to, undertake further treatment; and
self-directed strategies for coping. CONCLUSION: There is a growing ac-
knowledgement of the importance of treatment tolerability in the wider field
of cancer research. In glioma research specifically, its significance is yet to
be reflected in outcomes collected in trials. Our qualitative findings indicate
tolerability is of high significance to patients and those close to them. Par-
ticipants reported how their preconceptions and experience of tolerability
influenced treatment decisions and treatment uptake. However, outcomes
related to tolerability were collected in just over half of trials in our sample.
Tolerability and items relating to the patients’ experience of adverse events
should be collected and reported in trial findings to reflect patients’ priorities
and enable informed treatment decisions.
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BACKGROUND: Caregivers to patients with primary brain tumors often
play a vital role in the direct care and support of the patient. Great responsi-
bility is placed on their shoulders to manage practicalities during the cancer
trajectory. Caregivers are asked to carry out procedures, report patient-
related evaluations, coordinate care and treatment and deliver proper in-
formation to the healthcare providers. Hence, they tend to neglect their
own physical and emotional needs as they priorities other tasks including
financial issues, household and work while coping with family adjustment.
Caregivers of patients with brain tumors experience a high level of burden
and distress. It is shown in literature that caregiver interventions can reduce
caregiver burden, distress and anxiety, and improve coping, relationships
and physical functioning

Aim: The aim of this study is to offer caregivers to join a caregiver café
at the neuro-oncological department to 1) relax, meet and support each
other, (2) be provided with information and answers to their questions,
and (3) be recommended appropriate caregiver services. MATERIAL AND
METHODS: This is a user-based sequential three phase project. Applying
a co-creation process with informal caregivers we first investigate their
preferences, needs and considerations in relation to establishing a care-
giver café. A user survey consisting of demographic characteristics and five
study-specific and open-ended questions are conducted. Secondly, a project
protocol with the design, content and practical planning will be outlined
and presented for the patient/relative-user panel at the oncological depart-
ment. After the final adjustment, a feasibility testing will take place in phase
three. RESULTS: This three-phase project rest on a sequential project devel-
opment, and findings from one phase will led to the detailed adjustment in
the next. Due to its nature of following a participatory design we consider
the results to be highly relevant to the users of health-care services. Results
from phase I and II is ready to be presented in autumn 2022 including the
preliminary results of the feasibility study (recruitment, adherence, safety
etc). CONCLUSION: Nurses working within neuro-oncology are e.g re-
sponsible for providing support, information and education for family care-
givers. This project may inspire other nurses to carry out similar initiatives
in clinical practice. Thereby we seek to strengthen the evidence on how, what
and when the caregivers’ needs and concerns are best addressed with innova-
tive solutions. ACKNOWLEDGEMENT: We like to thank the nurses at the
neuro-oncology department, Rigshospitalet for their valuable input and for
their participating with the user survey.
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BACKGROUND: About 10% of the glioma patients need antiepileptic
drug (AED) tripletherapy due to refractory epilepsy. This study aimed to de-
termine whether levetiracetam combined with valproic acid and clobazam
(LEV+VPA+CLB), a commonly prescribed tripletherapy, has favourable ef-
fectiveness compared to other tripletherapy combinations in glioma patients.
MATERIAL AND METHODS: In this multicenter retrospective observational
cohort study, the primary outcome was the cumulative incidence of treatment
failure for any reason, from initiation of AED tripletherapy. Secondary outcomes
included cumulative incidences of: 1) treatment failure due to uncontrolled
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