Structured modified Rankin Scale study

No registrations found.

Ethical review Positive opinion

Status Recruiting

Health condition type -

Study type Observational non invasive
Summary

ID

NL-OMON26434

Source
Nationaal Trial Register

Brief title
mRS study

Health condition

Subarachnoid hemorrhage

Sponsors and support

Primary sponsor: none
Source(s) of monetary or material Support: none

Intervention

Outcome measures

Primary outcome

1) the inter-rater variability in outcome assessment using the mRS with different assessment
methods (assessment by physician, assessment by a structured interview or self-assessment)
for adult patients with an aSAH

Secondary outcome
1) An exploration of the causes of possible differences in the inter-rater variability by
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comparing the physicians score with the answers on the completed structured interview and
identify possible determinants for the difference.

2) An exploration whether the mRS can be substituted by a self-assessed mRS. Therefore
feasibility questions are evaluated.

3) The correlation between the mRS and different PROMs (i.e. EQ-5D-5L, RAND-36, SS-Qol)

Study description

Background summary

Rationale: The modified Rankin Scale (mRS) is a scale measuring disability and is validated
for use in patients with stroke. Measurement properties of the mRS are not known for
patients with aneurysmal subarachnoid hemorrhage, despite its extensive use in trials and in
the national quality registry.

Objective: To investigate the inter-rater variability in outcome assessment using the mRS
with different assessment methods for adults with an aneurysmal subarachnoid hemorrhage
(aSAH). Furthermore we aim to explore what causes possible differences in outcome scores
and whether the mRS can be substituted by a self-assessed mRS. Additionally, we explore
the responsiveness of the mRS between six weeks and six months using the SS-QoL as an
anchor. Finally, we explore the correlation between the mRS and three PROMs to study the
convergent validity of the mRS in patients with aneurysmal subarachnoid hemorrhage.

Study design: This is a prospective, multicenter study, in which patients admitted with a
subarachnoid hemorrhage caused by a ruptured aneurysm will be included. During the
reqgular follow-up visits on six weeks and six months the mRS will be assessed by their
treating physician and either by a structured interview or by a self-assessment and compared
with online completed PROMs.

Study population: Patients admitted with an aneurysmal subarachnoid hemorrhage and age
> 18 years will be screened for eligibility. Exclusion criteria are patients who passed away, an
unclear diagnosis, patients not able to visit the outpatient clinic or patients who do not speak
the Dutch language.

Intervention: Subjects will be treated according to local standards of care. During their
outpatient visits their treating physician will score the mRS during the patient visit, scoring by
a nurse/student through a structured face-to-face interview or a self-assessment of the mRS
is applied. The patients will also be invited for completion of the EQ-5D-5L, SS-Qol and
RAND-36. Physicians and nurses/students will be blinded for the record obtained by the other
assessment.

Main study parameters / endpoints: Demographic data will be retrospectively collected
including age, gender, World Federation of Neurosurgical Societies grading system (WFNS) at
admission, the modified Fisher score and location of the aneurysm. The modified Rankin
Scale is a global disability scale which has an ordinal 7-point scale ranging from 0 to 6.(1) The
modified Rankin Scale can be assessed by a structured interview, which has been translated
to Dutch by Janssen et al with the standard procedure for forward-backward translation.(2)
Self assessment will take place during the outpatient visit by an online form which is based
on the structured interview before mentioned. At the same visit patients complete the online
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EQ-5D-5L, SS-QoL and RAND-36 questionnaire.

Study objective

We hypothesize that the interrater reliability is moderate (k = 0.4 - 0.6) between the
assessment of the physician and the structured interview and that the interrater reliability is
moderate (k = 0.4 - 0.6) between the assessment of the physician and the self-assessment.
We hypothesize that the structured interview and self-assessment are equivalent.

We expect a moderate correlation (Spearman rank 0.4-0.6) between mRS and SS-QolL.

Our hypothesis is that the correlation between assessment with structured interview or self-
assessment of the mRS compared with the SS-QoL is higher than the correlation between the
physicians’ assessment and the SS-QoL. Furthermore we expect the score on the EQ-5D-5L to
correlate higher with the physicians’ assessment of mRS than with the structured or self-
assessment of the mRS due to less details concerning cognition, concentration and fatigue
incorporated in the EQ-5D-5L than in the SS-QoL. We expect the mRS to correlate higher with
the Physical Component Score of the RAND-36 than with the Mental Component Score of the
RAND-36.

We expect to find a ceiling effect of the mRS compaired to all three PROMs, however we
expect this to be the most apparent on the SS-Qol, since it is developed to capture stroke
specific symptoms.

We hypothesize that the responsiveness of the mRS shows a moderate correlation (0.4 - 0.6)
with the SS-QoL, the RAND-36 and the EQ-5D-5L. We expect a higher correlation between the
SS-QoL, RAND-36 and EQ-5D-5L and the GPE than between the mRS and the GPE.

Study design

- approximately six to eight weeks after hospital discharge after the subarachnoid
hemorrhage
- approximately six months after hospital discharge

Intervention

During the regular outpatient follow-up visit, approximately six to eight weeks after their
discharge and approximately six months after discharge, the mRS will be assessed by:

- their treating physician for all included patients.

- 50 percent of patients go through a structured interview by an independent nurse/student
and 50 percent of patients will complete self-assessment of the mRS using an online form
during the visit or at home. At the end of the self-assessment the patients will answer
questions about the feasibility of the self-assessment.

- at six months the Global Perceived Effect is added to the abovementioned questionnaires.
Comparison will be made by a completed EQ-5D-5L, RAND-36 and short version of the Stroke
Specific Quality of Life Scale (SS-QoL). Completion of these questionnaires can be done on
paper or digital during the outpatient visit or at home, depending on the choice of the
treating center.

Patient will be randomized for study arm. Physicians and nurses/students will be blinded for
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the record obtained by the other assessor.

Contacts

Public
Radboud University Medical Center
Edith Nobels-Janssen

0031243615085 (secretary)
Scientific

Radboud University Medical Center
Edith Nobels-Janssen

0031243615085 (secretary)
Eligibility criteria

Inclusion criteria

- Diagnosis of an aneurysmal subarachnoid hemorrhage according to treating neurologist or
neurosurgeon.
- Age = 18 years.

Exclusion criteria

- Subjects that died during hospital admission or before the first follow-up measure.

- Unclear diagnosis.

- Patients who are not able to visit the outpatient clinic for their regular follow-up visit.
- Patients who do not speak the Dutch language.

Study design

Design

Study type: Observational non invasive
Intervention model: Parallel
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Allocation: Randomized controlled trial

Masking: Open (masking not used)
Control: N/A , unknown
Recruitment

NL

Recruitment status: Recruiting

Start date (anticipated): 01-11-2018

Enrollment: 120

Type: Anticipated

IPD sharing statement

Plan to share IPD: Undecided

Ethics review

Positive opinion
Date: 08-07-2019

Application type: First submission

Study registrations

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 NL7859
Other METC Radboudumc : 2018-4184

5 - Structured modified Rankin Scale study 25-05-2025



Study results
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