Diabetyping & lifestyle as a medicine

No registrations found.

Ethical review Positive opinion
Status Recruiting
Health condition type -

Study type Interventional
Summary

ID

NL-OMON29401

Source
NTR

Brief title
TBA

Health condition

Type 2 diabetes

Sponsors and support

Primary sponsor: TNO
Source(s) of monetary or material Support: TNO

Intervention

Outcome measures

Primary outcome

The primary outcomes of this study are process variables related to the organizational and
financial feasibility of implementation within primary care: time of primary caregivers, costs
of medication and facilities and benefits for patients by lower health care use on the longer
term.

Secondary outcome
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The secondary outcomes are related to (change in) health status of participants. First,
changes in diabetes related markers such as HbAlc, glucose and insulin will be evaluated
descriptively. Several indices can be derived from an OGGT and can indicate organ-specific
effects of a distorted glucose tolerance. With these indices several subtypes of diabetes can
be distinguished.

Study description

Background summary

Rationale: Diabetes Mellitus type 2 (T2D) is an enormous and increasing societal and
economic burden. Insulin resistance in muscle and liver tissue and beta-cell failure represent
the core pathophysiological defects in T2D. The primary symptom is high plasma glucose and
medical treatment focuses on lowering glucose. Theoretically, T2D should be reversible,
especially when intervened during the early stages of the disease. However, current
treatment of T2D focuses on symptom management and not on reversing metabolic
dysregulation. “Diabetyping & Lifestyle as Medicine” (DLAM) is a treatment programme for
T2D patients developed by TNO. The treatment programme starts with an extensive “360
degree” diagnosis to map the largest bottlenecks (physical- or mental health, lifestyle,
medication, financial situation, social environment) for an individual. The 360-degree
diagnosis also includes the “diabetyping”, or subtyping of diabetes type 2. This information is
used to generate personalized food and exercise interventions. The “profile wheel”, provides
an overview of the results from the 360-degree diagnosis, and can support GPA and patient
in getting a snapshot overview of the status of the patient and aid GPA and patient in
developing a personalized lifestyle action plan.

Objective: The primary objective is to assess the feasibility of implementation of the DLAM-
treatment programme for T2D patients in primary care. The secondary objective is to
determine to which extend the DLAM-treatment programme contributes to improved health
status in people with T2D diabetes.

Study design: This study will be an exploratory implementation study regarding the feasibility
of the DLAM-Treatment programme in primary care. The healthcare partnership Stevenshof
(collaboration between healthcare centrum Stevenshof and general practice Zaaijer, Zaaijer
en Hensing) in Leiden will act as first fieldlab for implementation. In total 18 T2D patients will
participate in this study.

Intervention: The intervention of this study is the DLAM-approach for T2D patients. First a
“360 degree” diagnosis is done based on health status and questionnaires to map the largest
physical- or mental bottlenecks for an individual. The 360-degree diagnosis also includes the
“diabetyping”, or subtyping of diabetes type 2 using an Oral Glucose Tolerance Test (OGTT).
Furthermore, the “profile wheel” created based on the results can aid GPA and patient in
developing a personalized lifestyle action plan. The advice is recorded in goals on which the
patient can work during the four months of this pilot. Regular meetings between healthcare
providers and patients will be planned and the progress of the action plan will be discussed.
Although most consults and medical tests are part of reqular care, these might occur more
often and in a different order.
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Main study parameters/endpoints: The primary outcomes of this study are process variables
related to the feasibility of implementation within primary care. Examples are e.g. the extra
time it will take for a primary caregiver to execute the DLAM-program, how much extra time
is needed as compared to regular care and the expected benefits of the DLAM- treatment for
primary care professionals, patients with T2D, health insurers and other stakeholders.
Besides, experiences of care professionals and patients with the DLAM-treatment programme
will be assessed. This will result in an overview of conditions for implementation of the DLAM-
treatment in daily practice, the bottlenecks and attention points, advantages and
disadvantages and suggestions for improvements.

Nature and extent of the burden and risks associated with participation, benefit and group
relatedness: We do not foresee any health risks. The subjects will be under supervision of
several healthcare providers, including their own general practitioner, during the entire
duration of the study.

Study objective

TNO aims to implement the DLAM-treatment programme in a primary care setting. This is
considered a crucial step in the realisation of lifestyle as medicine and reversing T2D. This
study is a pilot to assess the feasibility of implementation of the DLAM-treatment programme
in primary care.

Study design

Extensive diagnosis at week -2 (as part of screening), at week 0 start of the DLAM-treatment
programme.

At week 12 and week 24 the extensive diagnosis will be repeated, and two weeks later
results will be discussed with the patient.

In between there will be regular consults with the GP's assistant, dietician and
physiotherapist (if applicable).

Also group sessions will be organized for all participants in weeks 8, 16 and 27.

Intervention

The intervention of this study is the DLAM-approach for T2D patients, consisting of an
extensive “360 degree” diagnosis, an Oral Glucose Tolerance Test (OGTT) that provides
insight in the organ function of an individual with type 2 diabetes, and personalized lifestyle
recommendations based on these two.

The personalized lifestyle intervention consists of a dietary pattern and/or recommendations
for exercise.

Contacts

Public
TNO
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Iris de Hoogh

+31611700517
Scientific

TNO

Iris de Hoogh

+31611700517
Eligibility criteria

Inclusion criteria

- Patient is newly diagnosed with T2D

- Patient is about to start Metformin

- Patient is about to start with a second oral drug (like SU-derivates)
- Patient is about to start with an injectable drug (Insulin or GLP-1)

Besides that, the patients should meet the following inclusion criteria:
- Aged between 30-80 years

- Have a BMI between 25-35 kg/m-2

- Willing and able to sign the informed consent form

- Able to fill in the 360-degree questionnaire which is in Dutch

- Able to work with computers (e.g. for filling out questionnaires).

Exclusion criteria

- Dialysis patients

- Possible limiting personal circumstances (e.g. unemployed, iliness in the family, dept
restructuring)

- Patients under treatment of a psychiatrist

- Incapacitated patients

- Patients in a palliative phase

Study design

Design

Study type: Interventional
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Intervention model: Other

Allocation: Non controlled trial
Masking: Open (masking not used)
Control: N/A , unknown
Recruitment

NL

Recruitment status: Recruiting

Start date (anticipated): 11-02-2019

Enroliment: 16

Type: Anticipated

IPD sharing statement

Plan to share IPD: No

Plan description
not applicable

Ethics review

Positive opinion
Date: 07-02-2019

Application type: First submission

Study registrations

Followed up by the following (possibly more current) registration

ID: 45788
Bron: ToetsingOnline
Titel:

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

No registrations found.
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In other registers

Register
NTR-new
CCMO
OMON

Study results

Summary results
not applicable

ID

NL7509
NL67846.028.18
NL-OMON45788
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