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Health Literacy study

No registrations found.

Ethical review Positive opinion
Status Recruiting
Health condition type -
Study type Observational non invasive

Summary

ID

NL-OMON25022

Source
NTR

Health condition

health literacy, oncology, clinical trials, newest vital sign

gezondheidsvaardigheden, oncologie, klinische studies, NVS Dutch

Sponsors and support

Primary sponsor: Erasmus MC Cancer Institute
Source(s) of monetary or material Support: Erasmus MC Cancer Institute

Intervention

Outcome measures

Primary outcome

Health literacy in patients considering oncology trial participation

Secondary outcome

Influence of health literacy on compliance
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Study description

Background summary

The aim of this study is to gain insight into the health literacy (HL) of patients participating in
early clinical trials in oncology (ECTs) in relation to protocol deviations(PDs) occurring during
the first treatment cycle. HL is measured by the tool: Newest Vital Sign-Dutch (NVS-D), prior
to study start.The NVS-D is a six-question tool to assess an individual’s ability to find and
interpret information (both text and numerical information) on an ice cream nutrition label.
The number of correctly answered questions provides an indication about the level of HL.
During the first cycle of study participation PDs related to patient issues are scored. PDs of
interest are defined as: lack of compliance, missed scheduled visit and incorrect use of a
diary or questionnaire. We correlated the occurrence of the PDs to HL.

Study design

Before start trial

Intervention

N?A

Contacts

Public
ErasmusMC Daniel<br>
Room G4-83<br>
Groene Hilledijk 301
A.J. Biessen, van der
Rotterdam 3075 EA
The Netherlands
+31 (0)10 7041132
Scientific
ErasmusMC Daniel<br>
Room G4-83<br>
Groene Hilledijk 301
A.J. Biessen, van der
Rotterdam 3075 EA
The Netherlands
+31 (0)10 7041132
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Eligibility criteria

Inclusion criteria

- Patients >18 years

- Patients with a end stage of cancer in good condition who consider oncology clinical trials
participation

Exclusion criteria

- Patients with a primairy braintumor or sympotomatic brainmetastases

- not fluent in Dutch

Study design

Design

Study type: Observational non invasive

Intervention model: Other

Masking: Open (masking not used)

Control: N/A , unknown

Recruitment

NL
Recruitment status: Recruiting

Start date (anticipated): 01-12-2015

Enrollment: 0

Type: Anticipated

Ethics review

Positive opinion
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Date: 06-04-2016

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 NL5623
NTR-old NTR5730
Other 15-701 : METC

Study results


