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Background

Definition of hip fractures

The term "hip fractures” is the most frequently used term for describing fractures of the
proximal part of the femur. Although the bony parts of the hip also include the acetabulum
and the femoral head, the term is used for describing either a fracture of the femoral neck, a
fracture in the trochanteric region, or a fracture in the subtrochanteric area of the femur
(Figure 1). The term excludes fractures of the acetabulum, the femoral head, and the femoral
shaft, all of which have more diverse and different features than hip fractures, in terms of

clinical presentation, operative treatment and rehabilitation of patients.

GREATER
TROCHANTER

HIP JOINT

i

TROCHANTER

LESSER

Figure 1. Radiograph of the hip joint and the proximal femur.
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Definition of femoral neck fractures

The term “femoral neck fracture” is most often used to describe a fracture through the
intracapsular part of the femoral neck, excluding fractures through the lateral area of the
collum femoris. Fractures described as lateral femoral neck fractures, basocervical fractures
or extracapsular femoral neck fractures are less common than intracapsular neck fractures
comprising approximately 7-8% of all femoral neck fractures.' In the English literature, the
terms “femoral neck fracture” without further specification, “intracapsular hip fracture” and

“intracapsular proximal femoral fracture” have been used interchangeably.

Epidemiology

The incidences of hip fractures differ throughout the regions of the world. It has been reported
to be highest in The United States, Iceland and the Scandinavian countries, and lowest in
Turkey, Korea, Venezuela and Chile.” There is an exponential increase in incidence with
age, the average age differing from 74 to 82 years in the literature and 81 years in Oslo,
Norway.*® Norway has the highest incidence of hip fractures in the world, and the capital of
Oslo has the highest incidence reported in Norway. 59% of the patients are more than 80
years old, only 4% are below 60 and 75% of the patients are women.*’ Although there has
been an increase in the incidence rate of hip fractures throughout the world during the last
decades, this trend seems to have stopped, and in some countries the hip fracture rates have
even decreased.”™’ The number of annual hip fractures worldwide has been reported to be

between 1.3 and 1.7 million.'*""

Diagnosis

Most patients with a femoral neck fracture have experienced a low-energy trauma such as
falling from erect position to the ground. The usual symptoms of a hip fracture include almost
invariably pain in the affected hip, inability to move and bear weight on the leg, usually
shortening and external rotation of the affected extremity and pain on passive movement.
Standard radiographs in two planes will usually confirm the diagnosis (Figure 2). If the
radiographs are inconclusive, other radiological modalities may in some cases reveal the
suspected fracture. Magnetic resonance imaging has proved to be a useful procedure in these

cases.! 71
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s
Figure 2. Displaced femoral neck fracture as
seen on the front projection of a plain radiograph.

Classification

The rationale for classifying fractures in general, is that one subgroup of a specific fracture
type may have a different prognosis or outcome than another, and that the best treatment
between subgroups may differ. Fracture classification systems are meant to provide clinical
guidelines for healthcare professionals, and are essential for conducting research and
comparing results of different types of treatment. Several radiological classification systems
for femoral neck fractures exist, and the most widely used are Garden’s'> and AO.'® For the
treatment of femoral neck fractures, radiological characteristics providing prognostic signs of
healing with internal fixation would be ideal. However, there are problems with interobserver
reliability, and there is a lack of documentation that classifications with multiple subgroups
will predict different healing potential of fractures.'®* The seemingly simple classification of
displaced and non-displaced fractures has been the most widely used in recent clinical
trials.”'*® However, a clear definition of an undisplaced fracture is missing. In this thesis, a
fracture with an angular displacement in any radiographic plane, not allowing for internal

fixation without reducing the fracture, has been defined as a displaced fracture.
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Treatment

Almost all patients with femoral neck fractures are treated surgically. Rare exceptions may
include extremely frail or dying patients, where the risk of surgery outweighs the prognosis
without surgery. Nonoperative treatment will inevitably lead to a poor functional result, and is

associated with a high risk of further fracture displacement and pain.*’*’

Internal fixation

Several devices including screws and pins have been used for treating femoral neck fractures
and more than 100 different types of internal fixations exist. Fractures are either treated with
fixation without any attempt to reduce the fracture, or with closed or open reduction prior to
fixation (Figure 2). The results after internal fixation of undisplaced fractures are reasonably

d*"*3? with union rates of approximately 90% and complication rates of 10-15%. Internal

200
fixation remains the evidence-based treatment of choice for undisplaced fractures in patients
of any age. Because of a presumed high mortality rate with arthroplasty, internal fixation has

been recommended for very old and frail patients with displaced fractures, but the evidence

Figure 3. Radiograph of a femoral neck Figure 4: Radiograph of a femoral neck fracture
fracture operated with two parallel screws. operated with a cemented bipolar hemiarthroplasty.
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d.

that supports this opinion is very limite Internal fixation also remains the treatment of

choice for young patients with both undisplaced and displaced fractures.

Hemiarthroplasty

Treatment with hemiarthroplasty involves removal of the femoral head and most of the
femoral neck including the fracture, and inserting a femoral stem with a femoral head the
same size as the patient’s (Figure 4). The acetabulum is left intact. There is substantial
evidence that most patients with a displaced femoral neck fracture should be treated with a
hip replacement: Over the last 10 years, there has been an increase in randomised controlled
trials comparing internal fixation with arthroplasty for the treatment of femoral neck fractures.
Three meta-analyses of RCTs are available, and the most consistent finding is a reoperation
rate of 30-40% for internal fixation and below 10% for arthroplasties.”****> One recent high-
quality RCT found a poorer functional outcome for internal fixation even in the subgroup of
patients with uneventfully healed fractures.”” Many different types of hemiarthroplasties exist,
and this is explained in more detail in the next section. There is insufficient evidence in the
literature to conclude what surgical approach is best for inserting a hemiarthroplasty to the
hip, and also insufficient evidence regarding what type of hemiarthroplasty that is preferable

in the treatment of femoral neck fractures.*®

Total hip arthroplasty

Treatment with a total hip arthroplasty involves replacing the acetabulum with a prosthetic
cup, in addition to resecting the femoral head and most of the femoral neck, including the
fracture, and inserting a femoral stem with a femoral head with the same diameter as the inner
diameter of the prosthetic cup (Figure 5). There is limited evidence in the literature that
elderly lucid, independent patients may benefit from treatment with a total hip
arthroplasty.””” Some of this evidence is based on RCTs with hemiarthroplasties with poor
outcome when compared to better hemiarthroplasties. One recent high-quality RCT including
only lucid healthy patients 70-90 years old, comparing an Exeter cemented bipolar
hemiarthroplasty with an Exeter THA, showed excellent results in both groups and a very
small but still significantly higher HHS in the THA group.*® Two other RCTs, using either
several different bipolar hemiarthroplasties with a different stem than the THA group™ or

using a unipolar prosthesis,*’ both conclude that THA may be the best option for some
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patients. The dislocation rate after THA for the treatment of femoral neck fractures differ
greatly between studies, from 0 to 20%.***! Although the surgery is more extensive than for
hemiarthroplasties, no differences in mortality have been found. The most common
complications after both hemi- and total hip arthroplasty are dislocations with rates ranging

from 0% to 22% between studies, and infections with rates between 0 to 18%.2°

Figure 5. Radiograph of a total hip arthroplasty.
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Text box 1 — Treatment options for femoral neck fractures

Type of treatment

Recommended fracture type
or patient group

Specification of implant

Internal fixation

Undisplaced fractures.?” 293132

All fractures in healthy young
patients**** (below 60-70).

No evidence of
differences between
fixation devices.

Hemiarthroplasty

Displaced fractures, also with
minimal osteoarthritis. Young
patients with significant
comorbidities.”

Cemented or uncemented
well-documented femoral
stem with unipolar or
bipolar head.

Total hip arthroplasty

Displaced fracture with
concurrent symptomatic
arthritis. May also be
appropriate in healthy, lucid,
independent patients.>**’

No evidence of difference
between total hip
arthroplasties for femoral
neck fractures.

The history and diversity of hemiarthroplasties

A multitude of different implants have been used in the treatment of femoral neck fractures,
and an exceeding number of prostheses are available today. The option of combining any
femoral stem with a vast number of different hemiarthroplasty heads gives an abundance of
combinations that are all unique. Most clinical trials compare two prostheses with one or
more different features, but comparisons are difficult because there are several features of an
implant that may affect the end result. It is well known from the available knowledge on total
hip arthroplasty that an ideal prosthesis design for cementing is substantially different from
the best design for uncemented fixation,* hence, comparing the same implant with or without
cement does not reflect the current standards of treatment. Different prosthetic heads with or
without an additional articulating joint also have different properties such as a spherical or a
slightly aspherical surface, small or big inner head, different locking mechanisms, and

differences in surface material and surface treatment.
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The evolution of hemiarthroplasty — unipolar and bipolar prostheses

Moore and Bohlman first reported the use of a hemiarthroplasty in 1943.* The patient was
first seen in 1934, presenting with a 15-month old non-union of a femoral neck fracture. After
several operations and development of a giant-cell tumour, a wax model was made based on
radiographs, and an approximately 12-inch long vitallium prosthesis with a smooth head was
made. He was operated in 1940, a periprosthetic fracture followed that eventually healed.
Nine months after the surgery he moved well without walking aids, and the original paper
states “moving pictures made 15 months after operation reveal an excellent functional result”.
The patient unfortunately died from cardiac failure almost 2 years after implantation of the

48-50

prosthesis. During the 1950s the one-piece prostheses Judet,” Thompson and Austin-

51;52
Moore”

were gaining popularity in the treatment of various hip conditions including
fractures. The Thompson and Austin-Moore prostheses are still used extensively for treatment
of femoral neck fractures in some countries today.*® Early results were promising and marked
a substantial step forward compared to internal fixation, but complications remained high in
several studies throughout the next decades.”*” The main problems were loosening of the
femoral stem, acetabular erosion and protrusion of the prosthetic head into the pelvis. In a
review by Lestrange (1990) of seven reports from 1969 through 1982 on the use of the Judet,
the Thompson and the Austin-Moore prostheses, the rate of unsatisfactory (fair or poor)”
results ranged from 30 to 48 percent. Later research have also shown a higher revision rate for
these one-piece prostheses than for modern cemented bipolar implants.”® The first step
towards a bipolar hemiarthroplasty was introduced by Christiansen in the late 1960s.*’ The
Christiansen prosthesis had a built-in trunnion bearing that allowed some movement between
the stem and the head of the prosthesis. Again the results were promising,*”®' but acetabular
protrusion remained a problem.”’ The first true bipolar model with a ball and socket joint
between the femoral stem and the prosthetic head was the Bateman hemiarthroplasty
introduced in 1974.%> The bipolar design was then used in similar models such as the
Giliberty, Monk, and Hastings. Many series with short- and long-term follow-up showed less
pain and decreased protrusion of the acetabulum than previous reports on one-piece
prostheses,”* but no randomised controlled trials comparing one-piece prostheses with the
newer bipolar models were undertaken until much later. Early radiological studies of
interprosthetic motion in bipolar hemiarthroplasties showed little or no movement between
the stem and the head over time when analysing passive motion of the hip without weight-

bearing.”"’* Later studies analysing the interprosthetic movement during weight-bearing

20



have, however, showed a preserved movement of the inner joint during the stance phase of
gait.®*7%7® Despite the seemingly obvious differences in favour of bipolar prostheses reported
in separate patient series, the advantages of the bipolar design has yet to be proven in

randomised trials.””*°

Figure 3. Radiograph of a patient with an Austin-Moore hemiarthroplasty in
her left hip, implanted 10 years prior to a femoral neck fracture of her right hip.
In her right hip, she was operated with a Corail bipolar hemiarthroplasty.

Cemented or uncemented hemiarthroplasty

The outcomes after cemented and uncemented hemiarthroplasties differ between trials and
reports (Table 1). The studied implants have different characteristics, and the fixation

modalities between different types of uncemented arthroplasties also differ: The only known
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comparison of two different uncemented hemiarthroplasties was reported in a retrospective
study by Livesley in 1993.%' 48 hydroxyapatite-coated Furlong bipolar hemiarthroplasties
were compared with 34 Moore bipolars with a tendency toward better functional results and
less pain in the group with HA-coated implants. In 2004, Bezwada reported excellent results
in a series of 256 Taperloc uncemented bipolar hemiarthroplasties with a proximal press-fit
design.®” Several recent systematic reviews address the problem with comparing different
types of arthroplasties that may have shortcomings with stability of fixation that is not
directly related to whether they are cemented or not: Parker conclude in a Cochrane review
(2006) that there is limited evidence that cemented prostheses may be associated with less
pain.* In a more recent systematic review that included 11 studies, Ahn (2008) found no
differences in mortality, complications or pain — addressing the need for high-quality clinical
trials with consistent reporting of outcomes using implants meeting the standards of our
current plrac‘[ice.83 Discussing the problem with different features of implants even further in a
review, Heetveld (2009) stated that the differences found between different types of
hemiarthroplasties is minimal, except for the cementless Austin-Moore prosthesis which is
out-dated.”” Rogmark (2006) came to the same conclusion in a meta-analysis of 14
randomised controlled trials.*® By some researchers, the cementless Austin-Moore prosthesis

is still being defended as a treatment option for frail elderly patients.*

Cement-related complications and death

Cement-related cardiovascular and respiratory complications and fatalities have been well
known since the advent of cementing techniques. A cemented femoral stem may be associated
with a small increase in mortality compared with an uncemented stem.***® In a prospective
but not randomised trial of 1000 patients with different hip fractures that included 291
cemented and 54 uncemented Monk prostheses, Holt (1994) found an increased mortality rate
in the cemented group, the day of discharge being the final follow-up, even when patients
who were frail and had a high risk for anaesthesia were specifically allocated to the
uncemented group.” Most clinical trials and patient series are too small to detect any
differences in mortality between treatment with a cemented or an uncemented femoral stem.
Conversely, an uncemented prosthesis may be associated with design-specific complications

such as thigh pain, and a higher risk of periprosthetic fracture.****’
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Author and Study design Cemented implant Uncemented implant Conclusions

year

Wrighton Retrospective Thompson (50) Austin-Moore (89) Better functional
1971% Thompson (15) outcome in cemented

group.

Sadr 1977%

Prospective,
nonrandomised

Thompson (20)

Thompson proplast-
coated (20)

9 cases of stem loosening
in uncemented group.

Suman 1980°

Retrospective

Thompson stem with
Moore bipolar head (72)

Austin-Moore (98)

Less pain, better
functional outcome in
cemented group.

Meyer 1981%

Retrospective

Christiansen (40)

Austin-Moore (43)

Higher HHS in cemented
group.

Sonne-Holm RCT Moore unfenestrated Moore (57) Less pain in cemented

1982° (55) group.

Schwarz Retrospective Monk (45) Monk (61) No difference in pain,

Lausten 1982% better mobility in
cemented group.

Dorr 1986°° RCT UHR (37) UHR (13) Less pain, better mobility

in cemented group.

Schwarz
Lausten 1987%

Retrospective

Monk bipolar (59)

Monk bipolar (124)

No differences.

Gebhard 1992%

Retrospective

Not specified (77)

Not specified (45)

Less use of walking aids
but higher revision rate in
uncemented group.

Eiskjeer 1993

Retrospective

Christiansen (209)
Hastings bipolar (268)

Austin-Moore (202)

Higher long-term
prosthesis survival in
cemented group.

Lennox 1993%

Retrospective

Hastings bipolar (136)

Monk bipolar (71)

Higher perioperative
mortality in cemented
group.

Holt 1994%°

Prospective,
nonrandomised

Monk (291)

Monk (54)

Higher mortality in
cemented group.

Emery 1991%

RCT

Thompson bipolar (27)

Moore bipolar (26)

Less pain in cemented
group.

Lo 1994'®

Retrospective

Bateman (190)

Bateman (261)

Less pain in cemented
group.

Harper 1994%

RCT

Thompson (29)

Thompson (31)

Less pain in cemented
group.

101

Faraj 1999 Retrospective Thompson (23) Thompson (78) No differences.
Branfoot RCT Thompson (38) Thompson (53) No differences.

2000'*

Khan 2002 Retrospective Austin-Moore (123) Austin-Moore (121) Less pain, better walking

ability and ADL in
cemented group.

Foster 2005'**

Retrospective

Thompson (174)

Austin-Moore (70)

Increased risk of
periprosthetic fracture in
uncemented group.

Santini * RCT Wright-Cremascoli Intraplant bipolar No differences.
2005 bipolar (53) Zweymuller bipolar CLS
bipolar (53)

Singh 2006™° Retrospective Thompson (25) Austin-Moore (29) Less pain, fewer
reoperations in cemented
group.

Parker 2010™" RCT Thompson (189) Austin-Moore (189) Less pain, better mobility

in cemented group.

Table 1: Available reports on cemented versus uncemented hemiarthroplasties for femoral neck fractures.
Grey rows indicate randomised controlled trials. * indicates that the brand of arthroplasties was not
disclosed in the publication, the first author provided this information by e-mail.
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Aim of the studies

The overall objective of this thesis was to explain different aspects and features of
hemiarthroplasties for the treatment of femoral neck fractures. The specific aims of the

present studies were, in the form of research questions:

1 What are the outcomes after interprosthetic dislocations of the Charnley/Hastings

hemiarthroplasty? Do patients with this complication have any common features?

2 What are the results of conversion from failed hemiarthroplasties to total hip
arthroplasties?
3 Is there a difference in complications, functional outcome and quality of life between

cemented and uncemented hemiarthroplasties using well-documented femoral stems?
Does the use of a well-documented and modern bipolar HA-coated hemiarthroplasty
benefit patients in terms of postoperative pain and earlier mobilisation, compared to

clinical trials of previous-generation cementless implants?

4 Is it possible to measure the acetabular wear in a bipolar hemiarthroplasty using
radiostereometric analysis (RSA)? What is the extent of early cartilage wear of the
acetabulum after hemiarthroplasty? Is there a difference in acetabular wear between a

cemented and an uncemented hemiarthroplasty?
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Patients

Paper 1 — A retrospective study

The 350 consecutive patients in paper 1 were treated for an acute, displaced femoral neck
fracture with a Charnley/Hastings bipolar hemiarthroplasty between January 1998 and April
2003 at Asker and Baerum hospital. A retrospective study was conducted using the patients’
complete charts and radiographs. No patients were excluded from the series, and there was no
control group. 86% of the patients were followed up at 8 weeks with a radiological and

clinical examination. All but one patient lived in the hospital catchment area.

Paper 2 — A register study

The 595 procedures included in paper 2 were a Norwegian Arthroplasty Register analysis of
conversion from failed hemiarthroplasty to total hip arthroplasty. The Norwegian
Arthroplasty register (NAR) was established by the Norwegian Orthopaedic Association in
September 1987.'%%!% The register collects information on primary and revision total hip
arthroplasties from all hospitals in Norway, based on a form completed by the surgeon after
surgery (Appendix 1). The register has been validated and has an excellent reporting rate,

110;111 . .
> and contains prospective data on more than

both for primary and revision surgery
110,000 primary hip arthroplasties and 18,000 revisions.' The study was based on data from
September 1987 to December 2004, selecting patients 60 years or older, leaving 595
conversion procedures for further analyses. 74,865 primary total hip arthroplasties, 4,145
revisions, and subgroups of these procedures were used as control groups in various analyses.
Subsequent procedures conducted on the same hip were defined as end-points, using the

personal identification number for Norwegian citizens.

Paper 3 — A randomised controlled trial

The 230 hip fractures included in this randomised controlled trial were recruited from Asker
and Baerum hospital (150 fractures) and Ulleval university hospital (80 fractures) between
September 2004 and August 2006. The patients were randomised to treatment with either a

Spectron cemented or a Corail uncemented hemiarthroplasty. All patients received the same
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bipolar head. All patients 70 years or older who were admitted with a displaced femoral neck
fracture were eligible for inclusion. Patients who had fractures caused by malignant disease,
had ongoing infectious disease, had previous symptomatic hip disease such as osteoarthritis,
or who were unable to walk before the fracture, were excluded. Of the 390 patients who were
admitted with 402 intracapsular femoral neck fractures, 239 patients (247 fractures) were
eligible for inclusion and 223 patients (230 fractures) were recruited. There were three
protocol violations in the cemented group and seven in the uncemented group, leaving 112
and 108 hips in the respective groups for the per-protocol analyses. The patients were

followed at three and 12 months postoperatively. No patients were completely lost to follow-

up.

Paper 4 — A phantom model study followed by a randomised controlled trial

The 22 patients included in this study were recruited from Ulleval university hospital from
March 2006 to January 2008 and were randomised according to the protocol for the clinical
trial presented in paper 3. The same criteria for inclusion and exclusion were applied, but the
age-limit was lowered to 65 years or older and the patients had to be able to walk without aids
to be eligible for inclusion. The study started as a subgroup of the large clinical trial with 230
hip fractures, but only three patients were included before the original trial stopped including
patients. Therefore, the remaining 19 patients were included only in this smaller trial. The
patients received the same treatment as in paper 3, with addition of the insertion of eight to
ten 1 mm diameter tantalum markers spread around the acetabulum for conducting
radiostereometric analyses (RSA) of acetabular wear. Patients were followed at 3 and 12

months postoperatively.
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Methods

Treatment

The patients in paper 1 were all operated with a Charnley/Hastings bipolar cemented
hemiarthroplasty (DePuy International Ltd, Leeds, UK). The patients in papers 3 and 4 were
randomised to treatment with either a Spectron cemented femoral stem (Smith & Nephew,
Inc, Memphis, TN, USA) or a Corail uncemented femoral stem (DePuy International Ltd,
Leeds, UK), a 28 mm cobalt-chromium head and the same Mobile Cup bipolar head (DePuy
International Ltd, Leeds, UK). For all patients in papers 1, 3 and 4, surgery was standardised
using a posterolateral approach with a T-shaped incision of the joint capsule, repair of the
capsular incision over the prosthetic head and repair of the piriformis and small lateral rotator
tendons. All patients were given 2 g preoperative intravenous cefalotin and an additional three
doses the first 24 hours after the operation. All patients received a daily dose of 5000 IU low-
molecular-weight heparin subcutaneously for at least 7 days. Early mobilisation was
encouraged in all patients with full weight-bearing when tolerated. The surgeons on call
performed all procedures according to the departmental routines: In paper 1 there were 31
different resident surgeons and 6 consultants. In paper 3 there were 36 surgeons involved and
in paper 4 only five surgeons who were trained for inserting tantalum markers performed the
surgeries. The patients in paper 2 were reported to the Norwegian Arthroplasty Register
because they were treated with conversion from a failed hemiarthroplasty to a total hip

arthroplasty.

Outcome measures

In paper 1 the objective was to describe the outcome after interprosthetic dislocations of the
Charnley/Hastings hemiarthroplasty. The primary outcome was the result after treatment for
an interprosthetic dislocation of a hemiarthroplasty. The secondary outcomes were subsequent
complications, reoperations and death. In paper 2 the results after conversion from failed
hemiarthroplasty to a total hip arthroplasty were assessed using subsequent procedures after
conversion as end-points. The main outcome was the risk of a subsequent revision after
conversion. The secondary outcomes were the number of reoperations, the number of

perioperative complications, survival of separate prosthetic components, and death. In paper
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3 the clinical result after cemented or uncemented hemiarthroplasty was assessed using Harris
hip score''? (Appendix 2) as the main outcome measure. Secondary outcomes were EQ-5D'"
(Appendix 4), Barthel Index''* (Appendix 3), surgical complications and reoperations. In
paper 4 the main outcome was the acetabular wear of hemiarthroplasties measured using
radiostereometric analysis — with penetration of the bipolar head into the acetabulum as a
function of time. Secondary outcomes were Harris hip score,''* EQ-5D'"* and Barthel

Index.'*

Harris Hip Score

The Harris hip score (Appendix 2) was originally developed for evaluating arthroplasty

"2 1t is

treatment of traumatic arthritis of the hip after dislocation and acetabular fractures.
widely used by surgeons as a measurement of disability and pain in osteoarthritis in
general.'”” It has been used in several recent clinical trials comparing different treatment

23:38:41
methods for femoral neck fractures, 3:38;

and has been found to have a good discriminatory
ability and responsiveness in patient populations with femoral neck fractures.''® The Harris
Hip Score has a maximum of 100 points indicating no presence of hip pain or symptoms.
There are several subsets of scoring comprising pain (0-44 points), gait (0-33 points),

activities (0-14 points), range of motion and absence of deformity (0-9 points).

Barthel Index

The Barthel Index (Appendix 3) is a scale used to measure a patient’s ability to perform
activities of daily living (ADL) — the score is also referred to as the Barthel ADL Index. It
consists of ten items describing ADL and mobility with a possible total score of 0-20. A
higher number is associated with a greater likelihood of living without attendant care: A
patient with a BI of 20 is “continent, feeds himself, dresses himself, gets up out of bed and
chairs, bathes himself, walks at least a block, and can ascend and descend stairs”. 114 The BI

has been found to be appropriate for use on patients with femoral neck fractures.''®

EQ-5D

EQ-5D'" (Appendix 4) is a standardised instrument for use as a measure of health-related

quality of life. It is applicable to a wide range of health conditions and treatments. EQ-5D was
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originally designed to complement other instruments but is now increasingly used as a 'stand
alone' measure. It is designed to be completed by the respondents, and instructions are
included in the questionnaire. The form consists of two parts: The EQ-5D descriptive system
and a visual analogue scale (EQ-VAS). The first part consists of five questions regarding
mobility, self-care, usual activities, pain/discomfort, and anxiety/depression, each with three
possible responses (no problem, some problems, major problems). Based on the answers
given, the EQ-5D index score is calculated from a large European reference population.''” An
EQ-5D index score of less than zero indicates the worst possible health state, and a score of 1
indicates the best possible health state. The second part is the EQ-VAS comprised solely of a
20-cm visual scale ranging from zero (worst) to 100 (best). The respondent is asked to draw a
line indicating his or her opinion of their health status today. The EQ-5D has also been found

to be appropriate for use on patients with femoral neck fractures.''®

Radiostereometric analysis (RSA)

Radiostereometric analysis (RSA) is a widely used and well documented method for
measuring very small three-dimensional movements between prosthesis components, or
between a prosthesis and the patient’s skeleton. Minimal movements of prosthetic
components in an early postoperative phase, have proven to be indicative of good long-term

results for arthroplasties.''*!'"”

The method consists of placing small 1 mm radiopaque
spherical tantalum (Ta) markers (balls) into the patient’s skeleton. Two simultaneous
radiographs are used for computer-assisted calculations of movements between prosthesis
components and the markers, in three dimensions. Two review articles describe this method

120;121
L=

in detai The method is explained in more detail in paper 4.

Phantom model study

We found no studies in the literature making use of RSA for measuring the penetration of a
prosthetic head into an untouched acetabulum. Therefore, we conducted a phantom model
study using a plastic pelvis with inserted tantalum markers and a bipolar hemiarthroplasty
(Figure 6 and 7). Eight sets of double-exposure radiographs were taken, and the position of
the bipolar head was altered between each set. Analyses of the point motion between the sets
showed that the rotation of the head about its axis of symmetry had no influence on the

distance between the head and the acetabulum in any of the three dimensions X, Y and Z. We
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concluded that this method calculates an accurate three-dimensional model of the bipolar
head, and should be able to measure the acetabular wear in patients with hemiarthroplasties.
While conducting the final RSA analysis for paper 4, one research paper was published on
the same method for measuring the prosthetic femoral head impact on acetabular articular

cartilage in a hemiarthroplasty model in sheep.'?

Figure 6: Plastic pelvis with Figure 7: RSA-image with markers in the pelvis
Tantalum markers and a bipolar and computer-calculated centre of the bipolar
hemiarthroplasty head.
Statistical methods

In paper 2, we used Kaplan-Meier analysis to calculate survival probabilities with 95%
confidence limits at 5 and 10 years. The reverse Kaplan-Meier method was used to calculate
the median follow-up.'* Adjusted survival curves were calculated using Cox regression.
Multiple Cox regression analyses were performed to calculate relative risks (hazard ratios) for
the different covariates (age, sex, cemented vs. uncemented implants, and indication for the
index operation). For all analyses in paper 2, we used the statistical packages S-Plus (S-Plus
2000 for Windows; MathSoft Inc, Seattle, WA, USA) and SPSS version 13 for Windows
(SPSS Inc, Chicago, IL, USA). In paper 3 and 4, t-tests were used for analyses of Harris hip

score, EQ-5D index score, and analyses of continuous variables. For the primary outcome,
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Harris hip score, we used the equivalence criterion,'** defining equivalence between the two
groups if the 95% confidence interval of the difference in Harris hip score was completely
within the interval of -10 to 10 points. Two-tailed Fisher’s exact test was used for analyses of
dichotomous variables. In paper 3 and 4, all analyses were conducted on per-protocol basis
to minimize the risk of falsely concluding equivalence. Power calculations were conducted
using SPSS SamplePower 2.0 for Windows (SPSS Inc, Chicago, IL, USA) and were verified
using Altman’s nomogram.'*> For paper 3 and 4, versions 16 and 17 of SPSS Statistics for
Macintosh were used for all statistical analyses (SPSS Inc, Chicago, IL, USA).
Randomisation was performed using a computer random number generator with permuted

blocks of five (http://www.randomization.com).
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Main results

Paper 1 demonstrated that the results after interprosthetic dislocations of the
Charnley/Hastings hemiarthroplasty are poor: These 11 patients were generally old and frail;
only two patients had an uneventful recovery following a successful reduction of the
dislocation. One recovered successfully after a myocardial infarction, two died before the
planned follow-up, three died during hospitalisation, two had a girdlestone procedure, and one

refused treatment.

In paper 2 we found that the median annual incidence of conversion arthroplasty reported to
the Norwegian Arthroplasty Register was 35. The most important finding was the
significantly lower risk of failure (revision surgery for any reason) for the conversion
procedures with stem exchange than for the conversion procedures that retained the femoral
stem (RR = 0.4; 95% CI: 0.25 to 0.81). The predominant cause of subsequent surgery after
conversion to a total hip arthroplasty was stem loosening in the group with stem exchange and
dislocation in the group with retention of the stem. For the 122 conversion procedures in
which the femoral stem was retained, we found an increased risk of failure for both the
complete prosthesis (RR =4.6; 95% CI: 2.8 to 7.6) and for the acetabular cup (RR =4.8; 95%
CI: 2.3 to 10) compared to primary hip arthroplasties. There was no difference in cup survival
when comparing the group of 122 procedures involving retention of the femoral stem with all
first cup revisions in the register involving retention of the stem (RR =0.8; 95% CI: 0.3 to
1.9). For the 473 conversion arthroplasties with exchange of the stem, we found no difference
in risk of failure compared to all revision stems in the register, neither for the complete
prosthesis (RR = 0.8; 95% CI: 0.50 to 1.20) nor for the stem (RR = 0.9; 95% CI: 0.53 to
1.59).

In paper 3 we found equivalent Harris hip scores between the two groups with a mean
difference of 1.18 at three months (95% CI: -4.3 to 6.7) and 0.89 at 12 months (95% CI: -4.2
to 6.0). No other outcome measures showed any difference between the groups except for a
shorter duration of surgery of 12.4 minutes in the uncemented group (p < 0.001; 95% CI: 7.2
to 17.6) and a difference in intraoperative blood loss between 300 ml in the uncemented
group and 390 ml in the cemented group (p < 0.001; 95% CI: 42 to 137). The rates of

complications and mortality were similar.
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In paper 4 we showed that radiostereometric analysis may be used for measuring the
acetabular wear in hemiarthroplasties of the hip, described as the point migration of the centre
of the prosthetic head relative to a rigid body of tantalum markers implanted around the
acetabulum. In the phantom model study, we showed that the motion of the center of the
prosthetic head relative to the pelvis was not influenced by the orientation of the prosthetic
head. In the clinical trial, we found no difference between the cemented and the uncemented
group. After an initial period of weight-bearing and seating of the bipolar head in the
acetabulum, there was no wear from three to 12 months: A mean migration of the prosthetic
head into the acetabulum of 0.62 mm was found at three months (95% CI: 0.27 to 0.97) and a
further migration of -0.07 mm at 12 months (95% CI: -0.16 to 0.32).
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Discussion

Methods

This thesis is based on four papers ranging from a retrospective descriptive study in paper 1,
a register study in paper 2 and randomised controlled trials in papers 3 and 4. The level of
evidence will therefore vary between the papers according to the Oxford Centre for Evidence-
based Medicine (http://www.cebm.net). The evidence in paper 1 would be of level 4, being a
retrospective study describing the results of a specific treatment and subsequent
complications, with no control group. Increasing the level of evidence in study on this topic is
difficult: Further research exploring the results after treatment of a dislocated
hemiarthroplasty would need a larger number of patients experiencing this complication,
possibly a large register study. A randomised controlled trial (RCT) of different treatment
modalities would be extremely difficult, both ethically and methodologically. This also
applies to paper 2, which is a retrospective study based on prospectively collected data. Like
other studies from the Norwegian Arthroplasty Register (NAR), this is a prognostic cohort
study, and the evidence is probably of level 2. The evidence in this paper should be
interpreted with caution, as there are several confounding factors not accounted for by the
adjustments using Cox regression analyses: Most important, the selection of patients in need
of surgery to either conversion to a THA, to a different surgical procedure that does not
involve conversion, or to no surgery. The latter two would not cause the surgeon to file a
report to the NAR. Paper 3 was given the rating of a level 1 therapeutic study by the journal,
defined as a high quality randomised trial with statistically significant difference or no
statistically significant difference but narrow confidence intervals. Although the evidence in
this paper is of level 1, it is important to keep in mind that an RCT of this size lacks the
statistical power to show any potential differences in less common complications between the
groups, such as cement-related complications and death, periprosthetic fractures, and

infections.

Both paper 3 and 4 contains a well-defined primary outcome, a power analysis including
details of how the sample size was determined, and adequate reporting of the results. The
RCTs in paper 3 and 4 were conducted in accordance with the CONSORT (Consolidated

126

Standards of Reporting Trials) Statement. ~” The evidence in paper 4 is, however, of lesser
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quality, because there were no difference in the primary outcome between the two groups.
Although the sample size calculation was performed with a properly defined effect size, the
results in this trial indicate that a larger number of patients or a longer follow-up would be
needed to show a difference between the groups. Therefore, the evidence in paper 4 is
probably of level 2. Nevertheless, the strength of this paper lies in our primary aim of
showing that RSA may be used for measuring acetabular wear in hemiarthroplasties, and the

narrow confidence interval of the acetabular wear between three and 12 months.

General discussion

In paper 1 we found an overall dislocation rate of 4% and 11 of 14 dislocations were
interprosthetic. In the literature, the rate of dislocation ranges from 0 to 22%.%° It is uncertain
whether the outcome after an interprosthetic dislocation is worse than after a dislocation of an
intact prosthesis: A separation of prosthetic components will almost definitely need surgical
treatment, whereas a dislocated but intact prosthesis may have a higher probability of
successful closed reduction (Figure 8 and 9). Nonetheless, the outcome of dislocation of a
hemiarthroplasty is in general very poor. In a retrospective review of 1000 consecutive

hemiarthroplasties, Blewitt (1992) reported a mortality as high as 65% for patients with a

Figure 8: Dislocation of an intact Figure 9: Interprosthetic dislocation
bipolar hemiarthroplasty of a bipolar hemiarthroplasty
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dislocation, and a rate of re-dislocation of 75%."?’ Sierra (2006) reported that closed reduction
resulted in no further surgery in only 30% of dislocations in a series of 1812 patients treated

128 . .. . . . .
Mental disease or cognitive impairment is a known risk

with a bipolar hemiarthroplasty.
factor for dislocation, both for THA and hemiarthroplasties.*"'**"** Although there is
insufficient evidence in the literature with regard to what surgical approach is best for
inserting a hemiarthroplasty to the hip, there is a trend towards a higher dislocation rate when
using the posterior approach and a lower rate when using an anterior approach.”®*"*** Large
and probably multi-centre RCTs comparing different surgical approaches, preferably using
the same prosthesis, are needed to show a potential advantage of an anterior approach. The

optimal treatment for a dislocated hemiarthroplasty will necessarily depend on the type of

prosthesis and the status of the patient.

Paper 2 should be followed by a similar study using patients from the Norwegian Hip
Fracture Register (NHFR),"**!** rather than the Norwegian Arthroplasty Register. The NHFR
was started as a separate register in 2004 and contains a nation-wide registration of all hip

fractures, including type of fracture and specific treatment method. While the NAR only

Figure 10. A patient with a cemented bipolar hemiarthroplasty implanted 5 years ago, presenting with groin
pain and stiffness of the hip (left). She was treated with conversion to a total hip arthroplasty, inserting a
cemented dual-mobility acetabular component, leaving the femoral stem in place (right).
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records procedures where a prosthetic component is implanted, replaced or removed — the
NHFR records all subsequent procedures regardless of implants. The 595 patients in our study
were selected based on a reported reoperation for a failed hemiarthroplasty that was originally
implanted for the treatment of a femoral neck fracture (Figure 10) — there was no information
regarding type or brand of the original hemiarthroplasty, and the reported indications for
conversion were inconsistent. A similar study from the NHFR would be able to present
important information such as the specific indication for conversion and the type of
hemiarthroplasty in need of conversion. Most important, it would be able to present all
secondary procedures conducted on failed hemiarthroplasties that do not necessarily involve
conversion to a THA (Figure 11). Several patient series of conversion of failed
hemiarthroplasty to THA have demonstrated high rates of perioperative and postoperative

135-139

complications. While most studies have reported a high rate of postoperative

140 141;142

dislocations, one as high as 50% ™, other studies have reported low dislocation rates.
This type of surgery is technically challenging, and both surgical techniques, approaches and
different prosthetic designs need further investigation. The role of acetabular components

specifically designed for preventing dislocation should also be assessed.'*

Figure 11. A patient with a bipolar cemented hemiarthroplasty implanted 20 years ago, presenting with thigh
pain caused by a loose femoral stem (left). He was treated with revision surgery of the stem and
replacement of the bipolar head (right). Since this procedure is not a conversion to a THA, the procedure was
not reported to the NAR. Today, however, this procedure would have been reported to the NHFR.
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In paper 3 we found equivalent Harris hip score between a cemented and an uncemented
hemiarthroplasty. Meta-analyses and systematic reviews have failed to provide evidence of
less pain after cemented hemiarthroplasty,**™ but a trend towards less pain when using
cemented implants has been reported.™ This finding is strongly influenced by the inclusion of
studies using the uncemented Austin-Moore hemiarthroplasty which has been shown to have
inferior functional results and a poor prosthesis survival.*>*”*® The results in our study only
shows that treatment with one specific uncemented hemiarthroplasty gave the same functional
results as the cemented hemiarthroplasty that was used. This finding might be generalised to
some extent, as it is highly probable that similar HA-coated proximal press-fit uncemented
hemiarthroplasties would give the same results. This should, however, be assessed in further
RCTs. The many studies comparing cemented and uncemented hemiarthroplasties (Table 1),
the one study comparing two uncemented hemiarthroplasties,®' and the findings in our study,
illustrate that the seemingly diverging results may indeed show a pattern: Well-fixed
uncemented femoral stems may lead to the same good results as cemented stems. The studies
showing poor outcomes after uncemented hemiarthroplasty have all used femoral stems that
are not used for THA. Unsatisfactory fixation in the femoral canal may lead to pain and
loosening of the prosthesis. The abundance of clinical trials, case series with long-term
follow-up, and arthroplasty registers studying implants used for total hip arthroplasty, provide

strong evidence of superior long-term results with uncemented femoral stems.**'** T

0
examine the possible differences in complications between hemiarthroplasties of different
design and fixation method, very large RCTs or register studies would be needed. Both
functional results and the panorama of possible complications may be related to features of a

specific implant that is unrelated to the use of cement in the femoral canal.'*

Paper 4 should be regarded as a pilot study, demonstrating a new application of RSA for
measuring the acetabular wear in hemiarthroplasties. It was designed as an RCT comparing
the acetabular wear of cemented and uncemented hemiarthroplasties, but we did not find any
differences between the groups. It has been suggested that HA-coated femoral stems may
increase osteolysis and acetabular wear,'*® but we did not expect to find any differences after
a follow-up of only 12 months. Of the 22 patients included, there were eight who were unable
to participate in the 12-month follow-up because of death (3), dislocation (2), and withdrawal
from the trial (3). We are currently conducting a 3-year follow-up of the remaining patients.

We found no acetabular wear from three to 12 months. An RCT comparing the acetabular
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wear of a bipolar and a unipolar hemiarthroplasty in 30 patients is now including patients at

Asker and Baerum hospital, using the same RSA method.
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Conclusions

1. After inserting a cemented bipolar hemiarthroplasty or an uncemented HA-coated
press-fit bipolar hemiarthroplasty for a femoral neck fracture, the functional outcome
measured with Harris hip score is equivalent between the two groups at three and at 12
months. Furthermore,

a) There is no difference in mortality up to 24 months.
b) Reoperation rates and complications are similar.
¢) Duration of surgery is shorter with the uncemented implant.

d) Perioperative blood loss is lower with the uncemented implant.

2. Radiostereometric analysis (RSA) is suitable for measuring the acetabular wear in
hemiarthroplasties, and:
a) After an initial period of three months, the acetabular wear is very low in bipolar
hemiarthroplasties.
b) There is no difference in acetabular wear between cemented and uncemented

bipolar hemiarthroplasties up to 12 months.
3)  Conversion from a failed hemiarthroplasty to a total hip arthroplasty is an uncertain
procedure, due to high rates of subsequent complications. Implanting an acetabular cup
to convert a hemiarthroplasty to a THA carries a high risk of early failure, mainly

because of dislocations.

4)  The outcome after interprosthetic dislocation of a bipolar hemiarthroplasty is poor.
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Suggestions for further research

Further research should be conducted on an implant-specific basis as opposed to concept-
based. From the literature on total hip arthroplasty, it is clear that minor changes to a specific
implant may alter the results dramatically. The following questions remain unanswered, and a
vast number of RCTs will be needed to answer them to the fullest extent possible. By using
femoral stems commonly used for THA in all patients, cemented or uncemented, the results
of RCTs would be easier to compare and extraction of data for meta-analyses would be
simplified. There is a need for more randomised controlled trials that 1) compare specific
hemiarthroplasties, cemented and uncemented. Larger studies may reveal differences in less
common complications such as periprosthetic fractures, cement-related mortality and
infection rate. 2) compare total hip arthroplasty with both bipolar and unipolar
hemiarthroplasty, using the exact same femoral stem, with a follow-up of more than one year,
and 3) compare different types of unipolar and bipolar hemiarthroplasties with special

emphasis on the long-term outcome and acetabular wear.

1) Are the findings in this thesis reproducible? Will other comparisons of press-fit
uncemented femoral stems and cemented stems used for hemiarthroplasty show
equivalent results?

2) Is there a difference between bipolar and unipolar hemiarthroplasties with regard to
long-term outcome and acetabular wear, when the exact same femoral stem is used in
both groups?

3) Is the optimal shape of a bipolar or a unipolar head spherical or slightly aspherical?

4) What is the optimal diameter of the prosthetic head of a hemiarthroplasty — slightly
larger, slightly smaller or the same diameter as the resected femoral head?

4) Will a large-diameter femoral head or a dual-mobility cup give the best result after
conversion from hemiarthroplasty to total hip arthroplasty?

5) What subgroup of patients will benefit from total hip arthroplasty rather than
hemiarthroplasty, when the exact same femoral stem is used?

6) What is the optimal type of total hip arthroplasty for the treatment of femoral neck
fractures, regarding femoral head size, method of stem and cup fixation, and cup

design?
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Registration form The Norwegian Arthroplasty Register 1987-1992 (Norwegian)

NASJONALT REGISTER FOR

-~ F. nr. (11 sifre) :
TOTALPROTESER | HOFTELEDD
Ortopedisk avdeling Navn:
Haukeland sykehus,
5021 BERGEN Sykehus:
(Bruk blokkbokstaver)
ANAMNESE:

SMERTER (ett kryss):

Sterke spontane i hvile og om natten.
Sterke som hindrer all gangaktivitet.
Moderate, tillater begrenset gange.
Etter noe aktivitet, forsvinner i hvile.
Lette eller periodevise. Startsmerter.
Ingen smerter.

GANGEVNE (ett kryss):

F& meter med 2 krykker/stokker/sengeliggende.
Sterkt begrenset med eller uten stokker.

Begrenset med stokk (under en time). Kan st lenge.
Kan g lange avstander med en stokk.

Ingen stokk, men halter.

Normal gangevne.

3. FUNKSJONSGRUPPE (ett kryss):
0! Aktuelle hofte syk ellers frisk.

0? Begge hofter syke ellers frisk.

[® Annet som reduserer gangevnen.

4. TIDLIGERE OPERASJON(ER) | AKTUELLE HOFTE:

0° Nei (evt. flere kryss)

0! Osteosyntese pga. fraktur i prox.femurende.

O? Hemiprotese pga. fraktur

O* Osteotomi.

O* Artrodese.

0% Totalprotese(r) Typelr):. . ....covvvennennnnnnn
Arstall siste protese:

D% ANt .. iieesiveiaannsvivanosionasases

5. VARIGHET AV SYMPT. | AKT.HOFTE: |__| |ar
(under 1 &r =0).

OPERASJONSOPPLYSNINGER:

mnd ar

dag
OPERASJONSDATO: || | L1

AKTUELLE OPERASJON ER (ett kryss).
Primaer totalproteseoperasjon.
Reoperasjon.

AKTUELLE SIDE (ett kryss).
Hoyre

Venstre

Heyre - venstre allerede protese.
Venstre - hgyre allerede protese.

AKTUELLE HOFTEOPERASJON ER (ett kryss).
a) Primeeroperasjon pga.:

Idiopatisk coxartrose

Rheumatoid artritt.

Seq.fr. colli fem.

Seq.dysplasi.

Seq.dysplasi med luksasjon.

Seq.Perthes/epifys.

Bechterew.

b) Reoperasjon pga. (evt. flere kryss):
L@sning av acetabulardel.

Lasning av femurdel.

Luksasjon.

Dyp infeksjon.

Fraktur av femur.

HVIS reoperasjon (ett kryss):

Reop. - bytte av femurdelen.

Reop. - bytte av acetabulardelen.

Reop. - bytte av hele protesen.

Reop. - |nn¢t:/ (fieks. Girdlestone), . .. ..............

TILGANG (étt kryss):

Fremre (Smith-Pettersen).

Anterolateral.

Lateral.

Posterolateral

Annen: . ............ A A TR T

TROCHANTEROSTEOTOMI:
Nei
Ja

13. BENTRANSPLANTASJON:
0° Nei

| acetabulum,

0?2 | femur.

3 | acetabulum og femur.

PROTESE. NAVN/TYPE (Spesifiser ngyaktig):
14. Acetabulum: :
Navn/Type: . ......cviiiinnnnnnannnnnas
BYBLIHE M o oo icoenvaaaisssissuninrans
0! Sement med antibiotika. Na .

O* Ikke sementert.

15. Femur:

3  Ikke sementert.

16. Caput:
0! Fastsittende caput.

17. SYSTEMISK ANTIBIOTIKAPROFYLAKSE:

0° Nei

O Ja.Hvilken: .. ..vvieineenannnn 5 e e
DOME . .iiciciinivinininine FEN

18. OPERASJONSSTUE:

O' "Green house” -

0% Operasjonsstue med laminaer luftstrgm.
02 Vanlig operasjonsstue.

19. OPERASJONSTID (hud tithud): L1 | Imin.

20. PEROPERATIVE KOMPLIKASJONER:
0% Nei.

iLﬂmmevﬁoukicm-n)




Registration form The Norwegian Arthroplasty Register 1993-2004 (Norwegian)

® NASJONALT REGISTER FOR LEDDPROTESER
@ ® ® Ortopedisk klinikk, Helse Bergen
®  Besoksadresse: Haukeland Universitetssykehus
Postadresse: 5021 BERGEN
Ti.: 55 97 37 42/ 55 97 37 43

HOFTEPROTESER

1. F.nr. (11 sifre)

Navn:

2. Sykehus:

(Skriv tydelig!)

ALLE TOTALPROTESER | HOFTELEDD REGISTRERES (ikke hemiprotese-r)
Innsetting, skifting eller fierning av pretese eller protesedeler.

4 L‘eDLIGERE OPERASJON | AKTUELLE HOFTE (ewt. flere kryss)

1 Osteosyntese for fraktur i prox. femurende

D2H
D emnpromesepga

5 Totalprotese(;
1)
8 6 Annen operas}on
5. Huvis protese tndligere TYPE(R): oovevresresnssssssassnsssnsssssssssssssssssssrnens
Arstal siste protese: |__|_|
Antall proteser udhgere Takiuelle hofte: |__|_|
dag mnd  ar
6. OPERASJONSDATO: ||| [_I_I LI

7. AKTUELLE OPERASJON ER (ett kryss):
1 Pri hvis tidl.
8 mmm{m grgfeasa ﬂ!&hg.g;'el )
8. AKTUELLE SIDE (ett kryss)
(Bilateral opr.= 2 skjema)

BZVe

[ 3 Ha - Venstre allerede protese
O 4 Ve - Hoyre allerede protese

9. AKTUELLE OPERASJON ER:
(kryss av enten i 9A eller 9B)
A Pﬁmmroperas}on (ett kryss):
3 Tidopaii o conanose
2 Rheumatoid artritt
eqvele etter Irakt. colli fem.

rmasl med lntal luksas]on

wPe

oqomuu

capzmahosa tidl. artrodese o.1.)
Q &kult fraktura colli femoris

B. Reopems)on imm evt. flere kryss):
8 ponent
2|0s femur komponent
o
4 Dyp infeksjon
5 Fraktur (ved protesen)
6 Smerter
7 Annet
(f.eks Girdlestone etter tidl. infisert protese,
g:!esefraktur utslitt plastforing osv.)
8 teolyse | acetab. uten losning
Osteolyse i femur uten lesning

10. REOPERASJONSTYPE (evt. flere kryss):

8 1 Bytte av femur komponent
2 Bytte av acetabularkomponent

8 3 Bytte av hele protesen

Q Fjemsbrrolese (l eks Girdlestone).

ke deler som ble fiemet

DBynaavplasﬂnrhg

BM

Hustrykkeriet HU - 12.11.02 - 172

11. TILGANG
Q) 1 Fremre (Smith-Petersen)

2 Anterolateral
3 Lateral

4 Posterolateral

5 An

nen:

12. TROCHANTEROSTEOTOMI
J ONei
Q1

13. BENTRANSPLANTASJON

0 Nei
§ 1| acetabulum
2 | femur
< Eenpekting | aceauum (mpalsion)
i acetabulum
5 Bengkklng i femur (impaksjon a. l:‘ﬂ Ling/Gie)

PROTESE: NAVN/DESIGN/"COATING"
Spesifiser noyaktig eller bruk klistrelapp pa baksida
14. Acetabulum

Navn/Type

EW. katalognummer:

O Med hydroksylapatitt (" Uten HA

[ 1 Sement med antibiotika - Navn:

[ 2 Sement uten antibiotika - Navn:

3 Usementert

15. Femur
Navn/T

ype:
Ewt. ummer:
Q Mea%mm J UtenHA

1 Sement med antibiotika - Navn:

2 Sement uten antibiotika - Navn:

0 3 Usementert

8 (Elosence

Q 28¢ v{aaratcapul NavnType

Dtameter I_L_| milimeter

17. SYSTEMISK ANTIBIOTIKAPROFYLAKSE:
[ O Nei

] ‘J&.h\f“k&ﬂ

Dose:
Varighet (antall degn): | _|_|
18. OPERASJONSSTUE

2 1 *Green house*
2 Operasjonsstue med laminaer luftstrem
3 Vanlig operasjonsstue
19. OPERASJONSTID (HUD TILHUD):  |._|_I__I - MINUTTER
20. PEROPERATIV KOMPLIKASJON
0 Nei
1 Ja, hvilken:
% som har fylt ut (navnet ikke)
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Registration form The Norwegian Arthroplasty Register 1993-2004 (English translation)

THE NORWEGIAN ARTHROPLASTY REGISTER (TOTAL HIP REPLACEMENTS)

3 Osteotomy
4 Arthrodesis
5 Total hip prosthesis
Type: .
Year: ..
Number: ...
6 Other operation: ...

Date of operation: ............c.coccoceveueeneenerennencnnne

Index operation is:
1 Primary operation
2 Revision

Hip:

1 Right

2 Left

3 Right, prosthesis in left hip
4 Left, prosthesis in right hip

Diagnosis (primary operation):

1 Idiophatic coxarthrosis

2 Rheumatoid arthritis

3 Sequelae after hip fracture

4 Sequelae after dysplasia

5 Sequelae after dysplasia with dislocation

6 Sequelae after slipped capital femoral epiphysis
or Perthes disease

7 Ankylosing spondylitis

B OLhET: .ttt

Reasons for revision (one or more):

1 Loosening of acetabular component

2 Loosening of femoral component

3 Dislocation

4 Deep infection

5 Fracture of femur

6 Pain

T Other: ....oovviiicicc s
8 Osteolysis of acetabular component, no loosening
9 Osteolysis of femoral component, no loosening

Revision:
1 Change of femoral component
2 Change of acetabular component
3 Change of all components
4 Other:
- Removal of component (e.g. Girdlestone)
Which parts: ......coeveeverererereneeneneseneenees
- Exchange of PE liner only
- Exchange of caput only
- Other: .....cccooeuee

Patient: Hospital:

Previous operation in index hip: Approach:
No 1 Anterior

1 Osteosynthesis for prox. femur fracture 2 Anterolateral

2 Hemiprosthesis 3 Lateral

4 Posterolateral

Osteotomy of trochanter:
1 Yes
2 No

Bone transplantation:
No

2 In acetabulum

3 In femur

4 In both

Acetabulum:

Name/type: .ccceeeveeerereerernnnene
Catalogue number:
Hydroxyapatite coated: 1 Yes

2 No
1 Cement with antibiotic. Name: .....
2 Cement without antibiotic. Name: ...
3 Uncemented

Femur:
Name/type: ......
Catalogue number:
Hydroxyapatite coated: 1 Yes 2 No
1 Cement with antibiotic. Name: .........
2 Cement without antibiotic. Name: ...
3 Uncemented

Caput:

1 Fixed caput

2 Modular system.
Name/type: ...
Catalogue numbe:
Diameter (mm): .........

Systemic antibiotic prophylaxis:

1 No 2 Yes.
Name: ...
Dosage: ........
Duration (days):

Operating theatre:

1 ‘Green house’

2 With laminar air flow

3 Without laminar airflow

Duration of operation:
Skin to skin (min.):

Perioperative complication:
No
2 Yes. Name: ............

Surgeon (who has filled in the form):

(Surgeon name is not registered)
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Registration form The Norwegian Arthroplasty Register 2005- (Norwegian)

for L.

) S 14
| J Ortopedisk klinikk, Helse Bergen HF
@® ® ® Haukeland Universitetssykehus
[ Mgllendalsbakken 11
5021 BERGEN
tif 55973742/55973743
HOFTEPROTESER

F.nr. (11 sifre)
Navn:

(Skriv tydelig ev. pasient klistrelapp — spesifiser sykehus.)

Sykehus:
Y

ALLE TOTALPROTESER | HOFTELEDD REGISTRERES (ved hemiproteser etter hoftebrudd sendes hoftebruddskjema

til Hoftebruddregisteret). Innsetting, skifting eller fierning av

protese eller protesedeler.

TIDLIGERE OPERASJON | AKTUELLE HOFTE (ev. flere kryss)
[0 Nei
[t Osteosyntese for fraktur i prox. femurende
[J2Hemiprotese pga. fraktur
[13 Osteotomi
[ Artrodese
5 Totalprotese(r)
[J& Annen j

OPERASJONSDATO (dd.mm.a4)

AKTUELLE OPERASJON (ett kryss)
Ot Pri perasjon (ogsa hvis h
[ 2 Reoperasjon (totalprotese tidligere)

AKTUELLE SIDE (ett kryss) (Bilateral opr.= 2 skjema)
" Heyre [J2 Venstre

AKTUELLE OPERASJON (KRYSS AV ENTEN | A ELLER B)
A . Primzeroperasjon pga. (ev. flere kryss)
[t Idiopatisk coxartrose
[J2 Rheumatoid artritt
[ Sekvele etter frakt. colli. fem.
[14 Sekv. dysplasi
[35 Sekv. dysplasi med total luksasjon
6 Sekv. Perthes/Epifysiolyse
7 Mb. Bechterew
(8 Akutt fraktura colli femoris
O Annet
(f.eks caputnekrose, tidl. artrodese o.l)

tidligere)

B . Reoperasjon pga. (ev. flere kryss)

[ Les acetabularkomponent

[02 Los femurkomponent

38 Luksasjon

[J4 Dyp infeksjon

(5 Fraktur (ved protesen)

(16 Smerter

7 Osteolyse i acetab. uten lesning

[J8 Osteolyse i femur uten lgsning

0O Annet
(f.eks Girdlestone etter tidl. infisert protese)

REOPERASJONSTYPE (ev. flere kryss)
[ Bytte av femurkomponent
[J2 Bytte av acetabularkomponent
[J3 Bytte av hele protesen
[4 Fjernet protese (f.eks Girdlestone)
Angi hvilke deler som ble fiernet ..
[J5 Bytte av plastforing
[Jé Bytte av caput
[ Andre operasj

TILGANG (ett kryss)
' Fremre (Smith-Petersen)
[J2 Anterolateral
5 Annen

38 Lateral
[ Posterolateral

LEIE
TROCHANTEROSTEOTOMI

[0 Sideleie
[0 Nei
BENTRANSPLANTASJON (ev. flere kryss)

0" Rygg
OtJa

Acetabulum
Femur

00 Nei (' Ja [J2 Benpakking
[JoNei (' Ja [J2 Benpakking a.m. Ling/Gie

BENTAP VED REVISJON (Paprosky's klassifikasjon se baksiden)

Acetabulum Femur

O Type | CéTypellC Ot Typel O TypelllB
O2TypellA  OETypellA  O2Typell 5 Type IV
O3TypellB 6 TypelllB 13 TypelllA

——————————
PROTESE NAVN / DESIGN / "COATING”
(spesifiser noyaktig eller bruk klistrelapp pa baksiden)

Acetabulum

Navn/Type

ev.

[ Med hydroksylapatitt 3 Uten hydroksylapatitt

[ Sement med antibiotika — Navn ..

[J2 Sement uten antibiotika — Navn ..
13 Usementert

Femur
Navn/Type
ev.
[ Med hydroksylapatitt [ Uten hydroksylapatitt
[ Sement med antibiotika — Navn ..
[J2 Sement uten antibiotika — Navn ..
(3 Usementert

Caput
[ Fastsittende caput
[2 Separat caput - Navn/Type

ev.
Diameter
MINI INVASIV KIRURGI (MIS) 00 Nei (11 Ja
COMPUTERNAVIGERING (CAOS) 0°Nei ' Ja
Type navigeri . .
TROMBOSEPROFYLAKSE
[0 Nei (31 Ja, hVIKEN tYP.......eeveereierieeiiieie e e
Dosering opr.dag.............ccocoevevenand Farste dose gitt preopr (10 Nei (J' Ja
Senere dosering:.visiisimsisasiir Antatt varighet........... degn
Ev.i jon med .
Dosering. Antatt varighet. degn
Strempe [0 Nei (J' Legg (12 Legg + Lar  Antatt varighet
Mekanisk pumpe (10 Nei (]t Fot (12 Legg Antatt varighet.

SYSTEMISK ANTIBIOTIKAPROFYLAKSE
[0 Nei 1 Ja, hvilken (A).

Dose (A)....
Ev.i
Dose (B).

on med (B)

Totalt antall doser. Varighet

OPERASJONSSTUE
1" "Green house”
[J2 Operasjonsstue med lamineer luftstram
(33 Vanlig operasjonsstue

OPERASJONSTID (hud til hud)

PEROPERATIV KOMPLIKASJON
[0 Nei
01 Ja,hvilke(n)

ASA KLASSE (se baksiden for definisjon)
[ Frisk
[J2 Asymptomatisk tilstand som gir ekt risiko
13 Symptomatisk sykdom
[O4Livstruende sykdom
35 Moribund

Lege
Legen som har fylt ut skiemaet (navnet registreres ikke i databasen).

17.07.2007
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Appendix 2 — English and Norwegian Harris Hip Score
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Harris Hip Score

. Pain (44 points possible)

A. None or ignores it 44 B. Activities (14 points possible)
B. Slight, occasional, no compromise 40 1. Stairs
in activities a. Normally without using a railing 4
C. Mild pain, no effect on average activities, 30 b. Normally using a railing 2
rarely moderate pain with unusual activity, c. In any manner 1
may take aspirin d. Unable to do stairs 0
D. Moderat_e pain, to!erable bu_t njaks_es 20 2. Shoes and Socks
concessions to pain. Some limitation a. With ease 4
of oranary a;tmty t.)r.work. May require b. With difficulty 2
occasional pain medicine stronger ¢. Unable 0
than aspirin ’
E. Marked pain, serious limitation of activities 10 3. Sitting
F. Totally disabled, crippled, pain in bed, 0 a. Comfortably in ordinary chair for 1h 5
bedridden b. On a high chair for 0.5 h 3
c. Unable to sit comfortably in any chair 0
1. Function (47 possible) . .
A. Gait (33 points possible) 4. Enter public transportation 1
1.aL]T1cp>ne 11 Ill. Range of motion and absence of deformity
b‘ Slight 8 (9 points possible)
- ole A. Flexion
c. Moderate 5 "
d. Severe 0 0% to >90 3
0-90° 2
2. Support 0° to <90° 1
a. None 11 0° 0
b. Cane for long walks 7 .
c. Cane most of the time 5 B. A;’ngtlon 2
d. One crutch 3 >200 1
e. Two canes 2 g 0
f. Two crutches 0
g. Not able to walk (specify reason) 0 C. Deformity
3. Distance walked None 4
.a Unlimited 1 >30° fixed flexion contracture 0
b. Six blocks 8 >10° fixed adduction 0
C' Two or three blocks 5 >10° fixed internal rotation in extension 0
d. Indoors only 2 Limb-length discrepancy >3 centimetres 0
e. Bed and chair 0

With permission — from Frihagen et al. Outcome after femoral neck fractures: a comparison
of Harris Hip Score, Eg-5d and Barthel Index. Injury. 2008 Oct;39(10):1147-56.
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Harris Hip Score

SMERTE Poeng GANGFUNKSJON Poeng
Ingen 44 Halting Ingen 11
Lett 8
Svak Lett verking/smerte uten 40 Middels 5
innvirkning pa funksjon Sveer 0
Lett Noe vondt etter mye aktivitet, 30 Stotte Ingen 1"
behov for reseptfri En stokk lengre tur 7
smertestillende En stokk vanligvis 5
En krykke 3
Moderat Tolerabel, men pasienten 20 To stokker eller rullator 2
plages jevnlig. Kan hemme To krykker 0
vanlig aktivitet, kan trenge Umulig & ga 0
sterkere smertestillende enn Gangdistanse  Ubegrenset 11
paracet 1-1,5 km 8
<1 km 5
Sterk Sterke smerter, men 10 Kun inne 2
oppegaende, hemmer aktivitet Seng til stol 0
betydelig, behov for
smertestillende sterkere enn
paracet, noe nattsmerter LEDDUTSLAG
Fleksjon 0->90° 3
Invalidiserende Betydelig nattsmerte, klarer 0 0-90° 2
knapt ga pga av smerte 0-<90° 1
>0° 0
Abduksjon >20° 2
FUNKSJON <20° 1
Trappegang Normal 4 0 0
Normal, statte til rekkverk 2
Ett trinn av gangen ved hjelp av 1
rekkverk DEFORMITET
Umulig 0 Ingen 4
Fleksjons kontraktur over 30° 0
Transport  Kan bruke kollektiv 1 Adduksjons kontraktur over 10° 0
Innrotasjon over 10° 0
Sitting Komfortabel i lav stol>1 time 5 Anisomeli over 3 cm 0
Komfortabel i hgy stol halv time 3
Ikke komfortabel i noen stol 0
Pakledning  Ingen problemer med sokker/sko 4
Problemer med sko/sokker 2 Total sum
Umulig & ta pa sko/sokker 0
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Appendix 3 — English and Norwegian Barthel Index
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Barthel Index of Activities of Daily Living

Instructions: Choose the scoring point for the statement that most closely corresponds to the patient's current
level of ability for each of the following 10 items. Record actual, not potential, functioning. Information can be
obtained from the patient's self-report, from a separate party who is familiar with the patient's abilities (such as a
relative), or from observation. Refer to the Guidelines section on the following page for detailed information on

scoring and interpretation.

The Barthel Index

Bowels

0 = incontinent (or needs to be given enemata)
1 = occasional accident (once/week)

2 = continent

Patient's Score:

Bladder

0 = incontinent, or catheterized and unable to manage
1 = occasional accident (max. once per 24 hours)

2 = continent (for over 7 days)

Patient's Score:

Grooming
0 = needs help with personal care

1 = independent face/hair/teeth/shaving (implements
provided)

Patient's Score:

Toilet use

0 = dependent

1 = needs some help, but can do something alone
2 = independent (on and off, dressing, wiping)

Patient's Score:

Feeding

0 = unable

1 = needs help cutting, spreading butter, etc.
2 = independent (food provided within reach)

Patient's Score:

68

Transfer

0 = unable — no sitting balance

1 = major help (one or two people, physical), can sit
2 = minor help (verbal or physical)

3 = independent

Patient's Score:

Mobility

0 = immobile

1 = wheelchair independent, including corners, etc.

2 = walks with help of one person (verbal or physical)
3 = independent (but may use any aid, e.g., stick)
Patient's Score:

Dressing

0 = dependent

1 = needs help, but can do about half unaided

2 = independent (including buttons, zips, laces, etc.)

Patient's Score:

Stairs

0 = unable

1 = needs help (verbal, physical, carrying aid)
2 = independent up and down

Patient's Score:

Bathing
0 = dependent
1 = independent (or in shower)

Patient's Score:

Total Score:




Barthel ADL-index

(Mahony and Barthel,1965)
Til norsk ved Knut Laake

Pasientens navn: Jonr.:
Fodselsar/dato: Dato utfylt:
Utfylt av: Stilling:
1.  Kontinens for avfering 7. Hjelpebehov ved bruk av toalett/dostol
12 Kontinent siste uke. 2 Kan bruke toalett/dostol pa egen hind, mestrer
a1 Inkontinens ukentlig eller sjeldnere. av-/pakledning, tarker seg selv.
L0 Sterre grad av inkontinens/trenger klyster for 31 Trenger noe hjelp, men klarer mer enn
4 vare kontinent. halvparten.
2. Kontinens for urin [0 Trenger mye hjelp.
12 Kontinent siste uke, mestrer bruk av kateter pd 8. Mobilitet innenders
esen hfemd' . . 13 Kan gé alene, evt. med hjelpemidler, men ikke
11 Inkontinens ikke oftere enn en gang daglig eller rullestol
hjelp med dette. . . .
bruker kateter (‘)g tren-ger Vel med dete [d 2  Trenger hjelp/tilsyn av en person, hjelp til & reise
A0 Sterre grad av inkontinens. seg
3. Fodeinntak (maten plassert innen rekkevidde) | Uavhengig i rullestol (ogsa vedr. snuing, passere
[d2 Kan skjere opp maten, ha pd smer og pélegg dorer o.1.).
uten hjelp, spiser innen rimelig tid. Q0 Trenger mer hjelp enn dette.
41 Trenger noe hjelp med dette. 9. Trappegang
J0 M4 mates. .
0 4 ma ?S ] [d2 Selvhjulpen opp og ned trapp, kan beere
4 Personlig hygiene nedvendige hjelpemidler (stokk, krykke).
d1 Kan vaske ansikt, kjemme haret, barbere seg, 1 Trenger hjelp, evt. til & baere hjelpemiddel.
pusse tenner (forutsatt at nedvendig utstyr er 00 Kan ikke.
tilgjengelig).
0. Badi
40 Trenger hjelp/pdminning til dette. ! a llfg - -
5 Pakiedning a1 S'elvhjul'pen ved bading/dusjing (evt. med
hjelpemidler).
42 Kan kle seg pa egen hénd, inklusive kneppe 0 Trenger hjelp.
knapper og ordne glidelaser.
A1 Trenger noe hjelp, men klarer mer enn
halvparten.
40 Trenger mer hjelp.
6. Forflytning mellom seng og stol
3 Klarer seg uten hjelp.
42 Trenger litt hjelp/tilsyn, klarer seg fint med noe
hjelp av en.
A1 Trenger mye hjelp av en eller to personer, men
kan sitte uten hjelp/tilsyn.
[J0 Kan ikke sitte, ma loftes.
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Appendix 4 — English and Norwegian EQ-5D
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EQ-5D (UK English version)

By placing a tick in one box in each group below, please indicate which statements
best describe your own health state today.

Mobility

I have no problems in walking about u
| have some problems in walking about a
I am confined to bed u
Self-Care

| have no problems with self-care a
| have some problems washing or dressing myself u
I am unable to wash or dress myself a
Usual Activities (e.g. work, study, housework, family or

leisure activities)

| have no problems with performing my usual activities a
| have some problems with performing my usual activities a
| am unable to perform my usual activities a
Pain/Discomfort

| have no pain or discomfort u
| have moderate pain or discomfort a
| have extreme pain or discomfort a
Anxiety/Depression

| am not anxious or depressed u
| am moderately anxious or depressed g
| am extremely anxious or depressed u
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To help people say how good or bad a health state
is, we have drawn a scale (rather like a
thermometer) on which the best state you can
imagine is marked 100 and the worst state you can

imagine is marked O.

We would like you to indicate on this scale how
good or bad your own health is today, in your
opinion. Please do this by drawing a line from the
box below to whichever point on the scale
indicates how good or bad your health state is

today.

Your own
health state

today
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Best
imaginable
health state

100

o0
(e}

wn
(e}

(oV)
(e}

\e}
(e}

0

Worst
imaginable
health state



Vis hvilke utsagn som passer best pa din helsetilstand i dag ved & sette et kryss i en
av rutene utenfor hver av gruppene nedenfor.

Gange
Jeg har ingen problemer med a ga omkring.

Jeg har litt problemer med & ga omkring.

[ iy

Jeg er sengeliggende.

Personlig stell

Jeg har ingen problemer med personlig stell.

Jeg har litt problemer med & vaske meg eller kle meg.

I

Jeg er ute av stand til & vaske meg eller kle meg.

Vanlige gjeremal (f.eks. arbeid, studier, husarbeid,
familie- eller fritidsaktiviteter).

Jeg har ingen problemer med & utfgre mine vanlige gjgremal

Jeg har litt problemer med & utfare mine vanlige gjgremal.

(N iy

Jeg er ute av stand til & utfere mine vanlige gjgremal.

Smerte/ubehag
Jeg har verken smerte eller ubehag.

Jeg har moderat smerte eller ubehag.

(I Ry

Jeg har sterk smerte eller ubehag.

Angst/depresjon
Jeg er verken engstelig eller deprimert.

Jeg er noe engstelig eller deprimert.

(I Oy

Jeg er sveert engstelig eller deprimert.
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For & hjelpe folk til & si hvor god eller darlig en
helsetilstand er, har vi laget en skala (omtrent som et
termometer) hvor den beste tilstanden du kan tenke deg er
merket 100 og den verste tilstanden du kan tenke deg er
merket 0.

Vi vil gjerne at du viser pa denne skalaen hvor god eller
darlig helsetilstanden din er i dag, etter din oppfatning. Vaer
vennlig & gjore dette ved & trekke en linje fra boksen
nedenfor til det punktet pa skalaen som viser hvor god eller
darlig din helsetilstand er i dag.

Din egen
helsetilstand

i dag
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100

0

Verst tenkelige
helsetilstand
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Appendix 5 - Paper 1-4
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