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Patients with a discrepancy between between painful-to-swollen joints have a lower score on
pain sensitivity measurements (PPT, EPT and NDT) and a higher score on questionnaires (CSlI,
GPQ, SFD-36 and PCS).

Ethische beoordeling Positief advies

Status Werving nog niet gestart

Type aandoening -

Onderzoekstype Observationeel onderzoek, zonder invasieve metingen

Samenvatting

ID

NL-OMON21279

Bron
NTR

Verkorte titel
TBA

Aandoening

Rheumatoid Arthritis / Fibromyalgia

Ondersteuning

Primaire sponsor: Medisch Spectrum Twente
Overige ondersteuning: NA

Onderzoeksproduct en/of interventie

Uitkomstmaten

Primaire uitkomstmaten

* Evaluation of the 2-week test-retest reliability of the Generalized Pain Questionnaire (GPQ);
* Exploration of the effect of pain sensitivity measurements (PPT, EPT and NDT) and
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questionnaires (CSI, GPQ, SF-36, and PCS) in Rheumatoid Arthritis patients and its relation to
the painful-to-swollen joint count ratio;

Toelichting onderzoek

Achtergrond van het onderzoek

Rationale: Over the last two decades, there have been many improvements in thOe
pharmacological treatment of rheumatoid arthritis (RA). However, pain in RA often remains
problematic, as the mechanism of persistent pain may originate from central pain regulatory
mechanisms, rather than persistent peripheral stimuli of nociceptors. As such, instruments
able to identify the presence and severity of generalized pain hypersensitivity could be useful
in clinical management of RA. For that reason, in this study we want to evaluate the effect of
RA on questionnaires and pain sensitivity measurements that are aimed at evaluating
generalized pain hypersensitivity in humans.

Objective: Examination of the test-retest reliability (two weeks) and measurement errors of
the recently developed and validated self-report generalized pain questionnaire (GPQ).
Further, the usefulness of three pain sensitivity measurements (PPT, EPT and NDT) in RA will
be evaluated. As a secondary objective, the evaluation of the criterion validity of the GPQ
against the pain sensitivity measurements (PPT, EPT and NDT) will be explored.

Study design: Mono-center, cross-sectional study with a two-week follow-up questionnaire.
Study population: 61 patients from the rheumatology department of the Medisch Spectrum
Twente (MST) Hospital. 50% of the included participants are required to show a discrepancy
of =7 painful to swollen joints; which is a score present in about 10-20% of the patients at the
MST rheumatology department. The other participants will have no discrepancy between the
painful and swollen joints, and will be age-matched to the participants in the other group.
Main study parameters/endpoints: Several (pain) questionnaires such as the CSI, SF-36, GPQ,
PCS, NRS and Patient Global Assessment of Change in Disease Activity. Furthermore, three
types of pain sensitivity measurements will be performed: PPT, EPT and NDT.

Nature and extent of the burden and risks associated with participation, benefit and group
relatedness: Patients are expected to visit the MST once for a session wherein all
questionnaires are filled in and pain sensitivity measurements will be performed. This session
will take approximately 50 minutes. Two weeks after this session, participants are asked to
fill in the GPQ and Patient Global Assessment of Change in Disease Activity questions and
send these back to the MST. All participants will be compensated for the spent time. The
participants will obtain no direct personal benefit. The risks involved in this study are
considered to be minimal to none.

Doel van het onderzoek

Patients with a discrepancy between between painful-to-swollen joints have a lower score on
pain sensitivity measurements (PPT, EPT and NDT) and a higher score on questionnaires (CSl,
GPQ, SFD-36 and PCS).
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Onderzoeksopzet

Measurement session at MST, two weeks later a follow-up questionnaire needs to be filled in
and send to MST from home.

Contactpersonen

Publiek

University of Twente
Niels Jansen

+31 628 3719 52

Wetenschappelijk

University of Twente
Niels Jansen

+31628 371952

Deelname eisen

Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

(1) A signed, written informed consent, (2) Clinical diagnosis of Rheumatoid Arthritis, (3)
Patient at the Rheumatology Department of the MST Hospital

Belangrijkste redenen om niet deel te kunnen nemen
(Exclusiecriteria)

(1) Patient's refusal during the study, (2) Skin problems at one of the sites of the pain
sensitivity measurements, (3) Language problems, (4) Diabetes, (5) Small fiber neuropathy,
(6) Implanted stimulation device, (7) Pregnancy, (8) Unable to undergo pain sensitivity
measurements, (9), Age >70 years old
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Onderzoeksopzet

Opzet

Type: Observationeel onderzoek, zonder invasieve metingen
Onderzoeksmodel: Parallel

Toewijzing: Niet-gerandomiseerd
Blindering: Open / niet geblindeerd
Controle: N.v.t. / onbekend
Deelname

Nederland

Status: Werving nog niet gestart
(Verwachte) startdatum: 15-08-2020

Aantal proefpersonen: 6l

Type: Verwachte startdatum

Voornemen beschikbaar stellen Individuele Patienten Data (IPD)

Wordt de data na het onderzoek gedeeld: Nee

Ethische beoordeling

Positief advies

Datum: 06-07-2020
Soort: Eerste indiening
Registraties

Opgevolgd door onderstaande (mogelijk meer actuele) registratie

ID: 52423
Bron: ToetsingOnline
Titel:
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Andere (mogelijk minder actuele) registraties in dit register

Geen registraties gevonden.

In overige registers

Register ID

NTR-new NL8760

CCMO NL73282.100.20
OMON NL-OMON52423
Resultaten
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