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1.Introduction

The aim of TOO HIP is to merge two of the world’s largest randomized controlled trials
(RCTs) in orthogeriatrics and make a larger dataset, to evaluate the effect of an orthogeriatric
organization model on patients with acute hip fractures. This study is based on two previous
randomized controlled trials, one in Oslo(1) and one in Trondheim(2). Protocols(3, 4) and
results(1, 2, 4-8) from these studies have been previously published.

Inclusion and exclusion criteria

Oslo

Eligible patients were those admitted acutely to the Oslo University Hospital - Ullevaal,
irrespective of age, for a femoral neck fracture, a trochanteric or a sub-trochanteric femoral
fracture as result of a low energy trauma, defined as fall from own height or from a level not

higher than 1 metre.

Patients were excluded if the hip fracture was part of multi-trauma or high energy trauma or if
they were regarded as moribund at admittance (as judged by the admitting orthopaedic
surgeon).

Trondheim
Eligible patients were those admitted acutely to the Emergency Department of St. Olav’s

Hospital with a femoral neck fracture, a trochanteric or a sub-trochanteric femoral fracture as
a result of low-energy trauma, defined as a fall from own height or from a level not higher
than 1 metre. Trondheim only included hip-fracture patients aged above 70 years, able to walk
10 metres before the fracture and did not live in a nursing home before the fracture.

Patients were excluded if the hip fracture was part of multi-trauma or high energy trauma or if
they were regarded as moribund at admittance (as judged by the admitting orthopaedic
surgeon).

Primary endpoint
The primary endpoint in the analysis of the combined dataset is The Nottingham Extended
ADL Index NEADL). Scored at 4 months postoperatively.

Secondary endpoints

» The Nottingham Extended ADL Index (NEADL). Scored at 12 months
postoperatively.

e Intra-hospital mortality and cumulative mortality at 4 and 12 months postoperatively.

¢ New nursing home admissions, or dead, 4 and 12 months postoperatively, restricted to
patients not living in nursing home before the fracture. This will be done using the
composite variable “dead or at nursing home” as unfavourable outcome.

e The Barthel ADL Index score, 4 and 12 months postoperatively.



2. Primary endpoint analysis

The main analysis will be a linear mixed model with NEADL as dependent variable, patient
as random factor, time point (baseline, 4 months and 12 months) as fixed factor, and treatment
group, site (Oslo versus Trondheim), age, sex, fracture type, dwelling at home (versus nursing
home), and the interaction between time and treatment group as covariates.

3. Secondary endpoint analyses

Similar mixed model analyses will be used for Barthel ADL score as dependent variable.
Dichotomous outcomes will be analysed unadjusted, comparing proportions in the two
treatment groups. In addition, they will be compared using logistic regression, unadjusted, and
adjusted for site, age, sex, fracture type, and dwelling at home.

4. Sub-group analyses
We will perform sub-group analysis on two levels:

a) Analyses excluding nursing home patients.
The Trondheim study excluded patients dwelling at nursing home at baseline. Separate
analyses excluding such patients from the Oslo study will be carried out.

b) Stratified analysis on Barthel Activities of Daily Living (BADL) cut-off

Possibly, we will carry out separate analyses for patients with baseline BADL below and
above a pre-defined cut-off. The cut-off limit will be based on the medium value for BADL of
nursing home patients in Oslo.

5. Handling of missing values
Single values missing on item scales will be singly imputed using mean imputation.

Missing values for the dependent variable in mixed model analyses will not be imputed, since
a mixed model analyses handles this in an appropriate way.
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