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Cast OFF-2: One week of plaster cast
immobilization for non-reduced distal
radius fractures. An implementation
study.

No registrations found.

Ethical review Not applicable
Status Pending
Health condition type -
Study type Interventional

Summary

ID

NL-OMON26972

Source
NTR

Brief title
Cast OFF-2

Health condition

Distal radius fractures

Sponsors and support

Primary sponsor: International Grant form the Orthopaedic Trauma Association.
Source(s) of monetary or material Support: OTA international Grant

Intervention

Outcome measures

Primary outcome

The main study parameter is the acceptability of the study (number of protocol violations).
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Secondary outcome

The following study parameters are gathered:
- Functional outcome using PRWE, Short Form - 36, Promis Pain Interference after six weeks
and three-, six- and twelve months.
- Return to activity using productivity costs questionnaire (iCPQ)
- Cost-effectiveness using a selection of questions of the medical consumption questionnaire
(iMCQ) and the productivity costs questionnaire (iCPQ)
- The number of complications such as secondary displacement and Complex Regional Pain
Syndrome

Study description

Background summary

Distal radius fracture is a common fracture and the majority of these fractures is stable. Of all
diagnosed fractures 17% is a distal radius fracture of which a large part is extra-articular and
one third is non-displaced. Due to the large variation in advisement's for treatment for non-
reduced distal radius fracture, the usual practice is often four to five weeks of immobilization
for non-reduced distal radius fractures. Existing evidence for one-week immobilization shows
that one week of immobilization is safe and does not lead to more secondary displacement.
Additionally, shorter immobilization periods for non-reduced distal radius fractures may also
be cost-effective. Shorter immobilization periods may lead to less outpatient clinic visits, less
home care for elderly people and may lead to earlier return to work and other social
activities.
In this study, we aim to successfully implement one week of plaster cast immobilization for
non-reduced distal radius fractures in twelve centers and to evaluate the functional outcome
and cost-effectiveness.
The study will be performed using a multicenter stepped wedge design. Patients with an
isolated non-reduced distal radius fracture between the age of 18 and 85 years old will be
included in the study.
All hospitals will start with their usual treatment (Condition A), often plaster cast
immobilization for three to five weeks. When the cluster/hospital is randomized to switch
treatment, all patients (including patients who are excluded for this study) will be treated
following condition B. Patients in condition B, will have an immobilization period of one week
with plaster cast.
The primary outcome of this study will be the acceptability of the study. In addition,
functional outcome, return to activity, cost-effectiveness and complications will be measured.
Patients will be seen at the outpatient clinic after one week and four to five weeks post injury.
The follow-up via questionnaires will take place after six weeks and three- six- and twelve
months.

Study objective
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The objective of this study is to successfully implement one week of plaster cast
immobilization for non-reduced distal radius fractures in twelve centers and to evaluate
functional outcome, acceptability and cost-effectiveness.

Study design

The outpatient clinic follow-up will take place after one week and four-five weeks.
After four weeks post injury patients will be followed via questionnaires sent after six weeks,
three- six- and twelve months.

Intervention

The study will be performed using a stepped wedge design. All hospitals will start with their
usual treatment (Condition A), often plaster cast immobilization for three to five weeks. When
the cluster/hospital is randomized to switch treatment, all patients (including patients who
are excluded for this study) will be treated following condition B. Patients in the condition B
will have an immobilization period of one week of plaster cast. Patients will get a splint or
cast at the emergency department. After one week, an appointment is scheduled at the
outpatient clinic. Instead of a plaster cast change, the splint or cast will be removed and
physical examination will be performed. After removal of plaster cast, information is given
about the importance of using their arm and doing the exercises of the home exercise
program.

Contacts

Public
Radboudumc
Emily Boersma

(024) 36 199 08
Scientific
Radboudumc
Emily Boersma

(024) 36 199 08

Eligibility criteria

Inclusion criteria

• age between 18 and 85 years
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• isolated acute distal radius fracture; intra and extra articular
• closed reduction is not performed
• non-operative treatment with cast immobilisation
• ability to perform Activities of Daily Living independently
• ability to give informed consent

Exclusion criteria

• multiple injured patient
• reduction is indicated/performed
• operative treatment
• no understanding of Dutch language
• a patient with extra care at home; in need of a caregiver or professional for Activities of
Daily Living
• open fractures
• history of surgically treated wrist fracture on the currently injured side
• estimated high risk of secondary displacement by surgeon due to comorbidities, high risk of
falling or life circumstances

Study design

Design

Study type: Interventional

Intervention model: Other

Allocation: Non controlled trial

Masking: Open (masking not used)

Control: N/A , unknown

Recruitment

NL
Recruitment status: Pending

Start date (anticipated): 01-09-2021

Enrollment: 440

Type: Anticipated
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IPD sharing statement

Plan to share IPD: Undecided

Ethics review

Not applicable
Application type: Not applicable

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 NL9278
Other CMO Nijmegen-Arnhem : CMO 2021-7308

Study results


