Treatment decisions in collarbone
fractures

No registrations found.

Ethical review Positive opinion

Status Recruiting

Health condition type -

Study type Observational non invasive
Summary

ID

NL-OMON24846

Source
Nationaal Trial Register

Health condition

clavicular fracture, shared decision making, clavicula

Sponsors and support

Primary sponsor: University Medical Center Leiden (LUMC), Leiden, The Netherlands
Source(s) of monetary or material Support: University Medical Center Leiden (LUMC),
Leiden, The Netherlands

Intervention

Outcome measures

Primary outcome

Degree of perceived participation in treatment decision making in patients with midshaft,
displaced clavicular fractures (measured with SDM-Q-9-NL)

Secondary outcome

- Satisfaction of patients with their role in treatment decision making (measured with Control
Preferences Scale)
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- Awareness of the treatment options at the start of the consultation. Do patients have a clear
preference for one treatment option before the start of the consultation and if so, has it
changed after the consultation? (measured with additional questions)

Study description

Background summary

Observational study in The Netherlands to assess the degree of perceived participation in
treatment decision making in patients with a midshaft, displaced clavicular fracture, and to
investigate whether patients prefer a more/less active role in decison making than the one
they have now.

Study objective

Goal: To investigate what the perceived role in treatment decision making is in patients with
a displaced midshaft clavicular fracture. Do patients prefer a more/less active role in making
this decision?

Study design

Patients fill out the questionnaire once, directly (or max. a week) after the consultation at the
outpatient clinic where the treatment decsion was made.

Intervention

All patients fill out a questionnaire once (SDM-Q-9-NL, Control Preferences Scale and
additional questions).

Contacts

Public

Sarah Woltz
Leiden

The Netherlands
Scientific
Sarah Woltz
Leiden

The Netherlands
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Eligibility criteria
Inclusion criteria

- midshaft, displaced clavicular fracture type Robinson 2A2 or 2B
- age between 18 and 70 years
- able to understand dutch

Exclusion criteria

- absolute operation indication (e.g. neurovascular damage, compromised skin).
- reasons that rule out shared decision making (e.qg. follow up in other hospital, inoperability)

Study design

Design

Study type: Observational non invasive
Intervention model: Other

Allocation: Non controlled trial

Control: N/A , unknown

Recruitment

NL

Recruitment status: Recruiting
Start date (anticipated): 15-12-2014
Enrollment: 50

Type: Anticipated

Ethics review
Positive opinion
Date: 31-12-2014

Application type: First submission
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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 NL3432

NTR-old NTR4957

Other MEC LEIDEN : P14.287

Study results
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