An RCT for the evaluation of the effects
of Real Time Medication Monitoring
(RTMM) on improving medication
adherence in diabetes type 2 patients in
the Netherlands.

No registrations found.

Ethical review Positive opinion
Status Recruiting
Health condition type -

Study type Interventional
Summary

ID

NL-OMON19988

Source
Nationaal Trial Register

Brief title
N/A

Health condition

Diabetes Mellitus type 2, medication adherence

Sponsors and support

Primary sponsor: NIVEL Netherlands Institute for Health Services Research, Mediq
Apotheken, Evalan BV
Source(s) of monetary or material Support: Zilveren Kruis Achmea

Intervention
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Outcome measures

Primary outcome

Adherence to oral antidiabetic medication.

Secondary outcome

1. Changes in patients' beliefs about medicines (BMQ-Specific);
2. lliness perceptions (Brief IPQ);

3. Levels of bloodglucose (HbAlc).

Study description

Background summary

Improving adherence is an issue that receives attention worldwide. The aim of this study is to
evaluate the effects of Real Time Medication Event Monitoring (RTMM) on adherence to oral
antidiabetics in patients with diabetes type 2 in the Netherlands. The RTMM system makes it
possible to monitor patients’ medication use real time through the internet and remind
patients only when they forget to take their medication. This RCT, with pre- and posttest
measurements, involves 210 diabetes type 2 patients with suboptimal levels of adherence
(<80% based on pharmacy refill data). Patients are randomly appointed to two experimental
groups and one control group. Patients in the first experimental group use the RTMM system
including SMS-alerts and a personal webpage where they can monitor their medication use.
Patients in the second experimental group use the RTMM system without SMS reminders or
webpage access. Patients in the control group are not exposed to any intervention. The
intervention lasts for 6 months. All participants complete two questionnaires, one before and
one after the intervention. Pharmacy refill data of all patients will be extracted for the period
before (12 months), during (six months) and after (six months) the intervention. Differences
in adherence between the two experimental groups during the intervention will be studied
(using real time registered data), as well as differences between the two experimental groups
and the control group (using pharmacy refill data).

Study objective

Many patients, especially patients with a chronic iliness, experience difficulties in following
treatment recommendations. Adherence to long-term therapy for chronic illnesses in
developed countries averages only 50%. As a result of poor adherence, patients do not
receive optimal benefit from their drug therapy. Suboptimal treatment can lead to increased
use of health care services (acute care and hospitalizations), reduction in patient’s quality of
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life, and increased healthcare costs (e.g. drug costs and medical costs). Thus, improving
adherence is an issue that receives attention worldwide. A Real Time Medication Event
Monitoring (RTMM) system has been developed, which makes it possible to monitor patients’
medication use real time through the internet and reminds patients only when they forget to
take their medication. RTMM can provide opportunities to improve adherence, especially in
patients who forget taking pills or are inaccurate in their timing (unintentional
nonadherence). The aim of this study is to evaluate the effects of RTMM+ (with SMS
reminders), compared to RTMM- (no SMS reminders) and usual care, on the adherence to
oral antidiabetic medication of diabetes type 2 patients with suboptimal adherence levels in
the Netherlands.

Study design

N/A

Intervention

The intervention consists of providing RTMM with SMS reminders to non-adherent diabetes
type 2 patients to improve their adherence to oral antidiabetics. Two experimental groups
and one control group participate in the intervention for six months. Patients in the first
experimental group (RTMM+ group) receive their medication in an electronic medication
dispenser and receive SMS reminders when they forget to take their pill. Through this
medication dispenser, the actual medication taking behaviour of patients is registered real
time at a central database. For each patient the dispenser is programmed in line with the
patient’s prescribed medication regimen. Each time the patient does not open the dispenser
during the agreed time period, an SMS reminder is sent to the patient at the end of this
period. Patients, as well as their pharmacists, receive an internet account through which they
can monitor their medication use. Patients in the second experimental group (RTMM- group)
receive their medication in a similar medication dispenser, but without SMS reminders and
internet account. The medication taking behaviour of these patients is also registered real
time at the central database. Patients in the third group, the control group, receive care-as-
usual. They are not exposed to any intervention and they are not approached during these
six months.

Contacts

Public

P.O. Box 1568
M. Vervloet
Utrecht 3500 BN
The Netherlands
+31302729700
Scientific

P.O. Box 1568
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M. Vervloet

Utrecht 3500 BN
The Netherlands
+31302729700

Eligibility criteria

Inclusion criteria

1. Using oral antidiabetic medication for at least one year;

2. Having an adherence level of <80% according to pharmacy refill data from the year
preceding the intervention;

3. Aged between 18 and 65 years;

4. Last prescription (theoretically) until at least two months before the start of the
intervention;

5. Understanding/speaking the Dutch language;

6. Using a mobile telephone.

Exclusion criteria

1. Age <18 years or >65 years;

2. Not understanding/speaking Dutch.

Study design

Design

Study type: Interventional

Intervention model: Parallel

Allocation: Randomized controlled trial
Masking: Open (masking not used)
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Control: Active

Recruitment

NL

Recruitment status: Recruiting
Start date (anticipated): 01-06-2008
Enrollment: 210

Type: Anticipated

Ethics review

Positive opinion
Date: 25-06-2009

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 NL1772

NTR-old NTR1882

Other METC UMC Utrecht : 08-165/C

ISRCTN ISRCTN wordt niet meer aangevraagd.
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Study results

Summary results
N/A
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