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By using weekly the clinical rule reporter as the medication review system, the number of
hospital readmissions in older patients (> 60 years) will be reduced with 5% (from 20% to
15%). For the Netherlands this may translate into prevention of...
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The primary endpoint is the number of readmissions during the year after admission. An
economic evaluation and quality of life analysis is part of the proposal.

Toelichting onderzoek

Achtergrond van het onderzoek

Rationale: Hospital readmissions are an indicator of quality of care. To assess whether
medication reviews with an extensive set of clinical rules can help to reduce the number of
readmissions, we plan to perform a randomized, multicenter, transmural trial comparing
medication review with clinical rules versus care as usual.

Objective: The objective is to reduce the number of readmissions in older patients from 20%
to 15%. For the Netherlands this may translate into the prevention of 15.600 hospital
readmissions per year among patients aged 60 years and over (based on pilot study).

Study design: The study is a prospective multicenter (3 locations) randomized controlled trial
with randomization at patient level in intervention and usual care group. In total 1200
patients will be included per group (power 80%; significance level 5%; ICC 0.05; drop-out
20%).

Study population: The study population consists of patients admitted unplanned to the
hospital and fulfilling the following criteria: aged 60 years and over, polypharmacy and at
least two signals from the trigger list.

Intervention: In the intervention group a structured medication review will be performed by a
software program (clinical rule reporter, CRR).

The CRR analyses the patient’s characteristics, medication, medical history and lab data. The
CRR contains more than 500 different clinical rules. The result of the CRR will be presented to
GP/community pharmacist. After discharge the CRR will analyze the medication of the patient
each week.

Main study parameters/endpoints: The primary endpoint is the number of readmissions
during the year after admission. An economic evaluation and quality of life analysis is part of
the proposal. The feasibility of the project is increased as the software is already up and
running, the 3 hospital locations form a closed area and the research group has a
multidisciplinary character including patients. Based on the calculations we expect to save
between €26.5 and €32.7 M when this intervention is implemented Nationwide.

Nature and extent of the burden and risks associated with participation, benefit and group
relatedness: With respect to the safety assessment, we would like to emphasize that the CRR
is only giving an advice to the physicians and pharmacists, who are primary responsible for
the actual care provided to the patients. If the advice is not applicable, the healthcare
providers are allowed to ignore the advice. By helping the healthcare providers to remember
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certain actions which could improve the care for the individual patient, we assume to
improve the general care for the individual patient and thereby decrease the chance of
readmissions. According to the research group and the consulted patients there is no risk for
patients associated with participation in the trial.

Doel van het onderzoek
By using weekly the clinical rule reporter as the medication review system, the number of
hospital readmissions in older patients (> 60 years) will be reduced with 5% (from 20% to

15%). For the Netherlands this may translate into prevention of 15600 hospital readmissions
per year among patients aged 60 years and over.

Onderzoeksopzet

readmission, the number of hospital readmissions during the following 30, 180 and 365 days,

Quality of life and economic evaluation: at baseline, after 3, 6 and /or 12 months.

Onderzoeksproduct en/of interventie

The intervention consists of an extensive medication screening using clinical rules each week

Contactpersonen

Publiek

Zuyderland MC
Vanja Milosevic

0634300343
Wetenschappelijk

Zuyderland MC
Vanja Milosevic

0634300343

Deelname eisen
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Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

The study population consists of older people admitted unplanned to the hospital and
fulfilling the following criteria: 1) aged 60 years and over, 2) ability to give informed consent,
3) polypharmacy (> 5 drugs chronically), 4) at least two signals from the trigger list as
proposed by the report "Eindrapport medicatieveiligheid".

Belangrijkste redenen om niet deel te kunnen nemen
(Exclusiecriteria)

The intention of the study is to include the normal population offered to the hospital as much
as possible. However, due to legal constraints and to avoid certain biases potential subjects
who meets any of the following criteria will be excluded from participation in this study:
intentional intoxications, patients treated with cytostatics, patients with a life expectancy of
less than 3 months.

Onderzoeksopzet

Opzet

Type: Interventie onderzoek
Onderzoeksmodel: Parallel

Toewijzing: Gerandomiseerd
Blindering: Open / niet geblindeerd
Controle: N.v.t. / onbekend
Deelname

Nederland

Status: Werving gestart
(Verwachte) startdatum: 08-03-2019

Aantal proefpersonen: 2400

Type: Verwachte startdatum

Voornemen beschikbaar stellen Individuele Patienten Data (IPD)

Wordt de data na het onderzoek gedeeld: Nog niet bepaald
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Ethische beoordeling

Positief advies

Datum: 14-10-2018
Soort: Eerste indiening
Registraties

Opgevolgd door onderstaande (mogelijk meer actuele) registratie
Geen registraties gevonden.

Andere (mogelijk minder actuele) registraties in dit register

Geen registraties gevonden.

In overige registers

Register ID

NTR-new NL7449

NTR-old NTR7691

CCMO NLZZ886.096.18
Resultaten
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