Cohort study for the treatment of
unruptured intracranial aneurysms with
flow diverters

No registrations found.

Ethical review Positive opinion

Status Recruiting

Health condition type -

Study type Observational non invasive

Summary

ID

NL-OMON24360

Source
NTR

Brief title
CATRIF

Health condition

Intracranial aneurysm of internal carotid artery

Sponsors and support

Primary sponsor: Radboudumc
Source(s) of monetary or material Support: Innovatiefonds Zorgverzekeraars, Stryker

Intervention

Outcome measures

Primary outcome

The primary outcome is efficacy and safety of treatment with FD. Efficacy is defined as
aneurysm occlusion rate according to modified Raymond Roy occlusion classification on
angiography performed 18 months after intervention. Safety is defined as change in
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dependence for activities of daily living (mRS) at 18 months after intervention.

Secondary outcome

- transient neurological deficit (discharge, 6, 12 and 18 months);

- new neurological deficit after treatment (discharge);

- overall mortality (all causes);

- overall morbidity (all causes);

- length of hospital stay;

- discharge at location other than home;

- intracranial hemorrhage after enrollment (18 months);

- aneurysm rupture (18 months);

- ischemic stroke due to thrombosis (discharge, 6, 12 and 18 months);

- failure of aneurysm occlusion using the initial intended treatment modality;

- tetreatment rate of index aneurysm (18 months);

- rerioperative complications (until hospital discharge);

- for FD: sCTA 6 months after treatment, DSA and TOF-MRA outcome 18 months after
treatment; for all other treatment modalities MRA outcome 18 months after treatment; no
delayed imaging is needed for patients who received clipping in case complete occlusion is
seen on early DSA;

- rate of occlusion for each class of patients (O’Kelly Marotta scale (Joshi, O'Kelly, Krings,
Fiorella, & Marotta, 2013) for treatment with FD, modified Raymond Roy occlusion
classification for patients who received other endovascular treatment than FD);

- technical success for FD (complete coverage of the aneurysm neck);

- parent artery stenosis (18 months);

- side branch occlusion, in stent thrombosis.

Study description

Background summary

Rationale: Intracranial aneurysms are common disorder affecting around 3% of the
population. The treatment of ruptured and unruptured aneurysms usually consists of open
surgical clipping or endovascular technique. Endovascular treatment such as coiling is
generally considered safer than clipping, however, the technique has some limitations. Flow
diversion is a new endovascular treatment strategy which focuses on parent vessel
reconstruction and occlusion of the aneurysm. Despite encouraging results, lack of direct
comparison between different treatment strategies and relatively high costs of the devices
hinder the implementation of flow diverters as standard care for complex unruptured
intracranial aneurysms.

Objective: The main objective of this study is to establish efficacy and safety of treatment
with flow diverter for unruptured intracranial aneurysms in comparison to current standard
care treatment. The secondary objectives include the assessment of potential effect of flow
diverter treatment on functional outcome and a cost effectiveness analysis.
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Study design: multicentre prospective cohort study.

Study population: patients with unruptured intracranial aneurysm of internal carotid artery,
=>18 years.

Intervention: this is an observational study where all the patients will receive standard care
treatment. This includes flow diverter placement, microsurgical clipping, endovascular coiling
with or without stenting and parent vessel occlusion with or without bypass.

Main study parameters/endpoints: the main study parameters are the occlusion rate of the
aneurysm graded with modified Raymond Roy classification and change in dependence for
activities of daily living at 18 months after intervention.

Nature and extent of the burden and risks associated with participation, benefit and group
relatedness: considering the observational nature of the study no additional risks associated
with participation are expected. The standardised questionnaires for all participating
patients, telephone assessment of modified Rankin scale and assessment according to
National Institutes of Health Stroke Scale are the only burdens of this study.

Study objective

The main hypothesis of this study is that flow diverter is a safe and sustainable alternative to
standard treatment for internal carotid artery aneurysms with unfavorable configuration.

Study design

3, 6,12 and 18 months

Contacts

Public
Radboudumc
Viktoria Shimanskaya

0031243616404
Scientific
Radboudumc

Viktoria Shimanskaya

0031243616404
Eligibility criteria
Inclusion criteria
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Suitability for FD treatment or alternative treatment will be identified according to the
following inclusion criteria:

- unruptured intracranial aneurysm of internal carotid artery;

- unfavourable dome neck configuration (<2), or neck =4 mm, or maximum aneurysm
diameter =210 mm; or tandem aneurysms with any configuration; multisegmental disease;

- 218 years;

- modified Rankin Scale (mRS) =2;

- patients willing to provide written informed consent and comply with follow up
requirements.

Patients eligible for FD but treated otherwise in the Radboudumc and patients eligible for this
study and treated with FD in other centres should also be included in the study. A registry will
be kept of patients treated with FD who did not meet the inclusion criteria for this study.

Exclusion criteria

- intracranial hemorrhage within 30 days;

- presence of untreated ruptured intracranial aneurysm;

- =1 intracranial aneurysm except the target one which requires treatment within 12 months;
- contra-indication for dual antiplatelet therapy;

- known allergy or inadequate response to aspirin, heparin, clopidogrel, ticagrelor or
prasugrel, other anti-platelet or P2Y12 agents or to general anesthesia (platelet reactivity will
be assessed prior to the inclusion in patients who require anti-platelet or P2Y12 agents
following the treatment);

- bifurcation aneurysm (e.g. pcom aneurysm with fetal or intermediate configuration where
pcom cannot be occluded);

- immunosuppressive disease;

- active infectious disease (e.g. endocarditis, meningitis);

- platelet count < 100 x 103 cells/mm3 or known platelet dysfunction at time of enrollment;
- female of child-bearing potential who are unable to take adequate contraceptive
precautions, are known to be pregnant, or are currently breastfeeding an infant;

- intracranial aneurysm correlating to arteriovenous malformation, dissecting aneurysms;

- patient with another unrelated intracranial disease and patients with any type of
malignancy;

- major surgery within previous 30 days or planned in the next 120 days after enrolment;

- patient with a periprocedural International Normalized Ratio (INR)= 1.5;

- patient with any condition that, in the opinion of the treating physician, would place the
participant at a high risk of embolic stroke or with any medical co-morbidity likely to affect
the outcome (e.g. pulmonary disease, uncontrolled diabetes, protrombotic conditions, e.qg.
factor 5 Leiden);

- patient with a life threatening allergy to iodinated contrast media (patients with itching or
rash as a reaction to contrast can be included if properly prophylactically treated);

- patient who is currently participating in another clinical research study involving an
investigational product;

- stenting, angioplasty, or endarterectomy of an extracranial (carotid or vertebral artery) or
intracranial artery within 30 days prior to the treatment date;
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- unstable neurological deficit (i.e. worsening or improvement of clinical condition in the last
30 days unrelated to the aneurysm);

- patient who has participated in a drug study within the last 30 days;

- inability to understand the study or history of non-compliance with medical advice;

- patient who has had a previous intracranial procedure associated with the target aneurysm
such that access and placement of an investigational device would be compromised.

Study design

Design

Study type: Observational non invasive
Intervention model: Other

Allocation: Non-randomized controlled trial
Masking: Open (masking not used)
Control: Active

Recruitment

NL

Recruitment status: Recruiting

Start date (anticipated): 05-05-2019

Enrollment: 83

Type: Anticipated

IPD sharing statement

Plan to share IPD: Undecided

Ethics review

Positive opinion
Date: 08-05-2019

Application type: First submission

Study registrations
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Followed up by the following (possibly more current) registration
No registrations found.

Other (possibly less up-to-date) registrations in this register

No registrations found.

In other registers

Register ID
NTR-new NL7722
CCMO NL2017-3679

Study results
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