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Affinis Short —

quality control from the reqistry

By Peter Minger, Head of Clinical Affairs, Mathys Ltd Bettlach

Registry data creates a reliable basis for evaluating the quality of the procedure and implant.

A closer look at two major registries reveals how the Affinis Short,

one of the most commonly implanted stemless shoulder prostheses, is performing.

The stemless Affinis Short humeral head pros-
thesis has been used successfully since 2009,
and its usage figures are growing rapidly. The
reason for its high popularity is the exception-
ally straightforward surgical technique, the re-
sultand optimised anatomical reproduction
and state of the art, wear resistant materials
incorporated. Alongside various short stem
implants, there are now a number of prosthe-
ses on the market that are based on a similar,
stemless anchoring concept.

Shoulder endoprostheses do not yet enjoy the
long and global tradition of registry data that
knee and hip prostheses do. Data collection on
the latter began in 1970 in Sweden, being the
only hip registry of its kind at the time. Fortu-
nately, however, there are now also registries
that document the performance of shoulder
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joint replacements. The most informative reg-
istries are currently the «National Joint Registry
for England, Wales, Northern Ireland and the
Isle of Man» (NJR) and the «Australian Ortho-
paedic Association National Joint Replacement
Registry» (AOANJRR).

Analysis of current NJR registry data for
the Affinis Short

In the NJR, the Affinis Short is listed as the
most frequently implanted stemless prosthe-
sis in the «stemless prosthesis» category with
1088 documented cases as of the end of
2016." In an extract from the registry of Feb-
ruary 2018, which Mathys receives twice a
year by virtue of its status as partner to the
NJR, there were 1489 cases documented in
1392 patients by beginning of December
2017.2
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Tab. 1 Causes of revision for the Affinis Short (NJR)

The NJR also provides detailed information on
the causes of revision for the Affinis Short (see
Table 1). An analysis of the data first and fore-
most reveals that, out of 20 revision proce-
dures carried out, not one of them was per-
formed for aseptic loosening.

The results for total replacement of the shoul-
der joint with the Affinis Short, which is by far
the most commonly performed procedure, are
equally impressive:

By December 2017, the procedure had been
documented as having been carried out 1123
times on 1049 patients.? The maximum fol-
low-up period at this time was just over five
years. In total, 96 different clinicians carried
out this procedure. The patients treated with
the Affinis Short were on average 69.4 years
old and around 70 % of them were female. At
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Endpoint: All reasons for revision
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Fig. 1 Cumulative revision rates for the Affinis Short

compared to all other anatomical total shoulder

endoprostheses (NJR)
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the time of publication, a component of the
prosthesis had had to be revised in six patients.
After five years, the cumulative revision rate
for the Affinis Short is 1.4 per cent, which is
half the rate of all anatomical total prosthesis
groups documented in the NJR (see Table 2).
Due to the somewhat lower number of pa-
tients at risk, the confidence intervals of the
five-year results overlap, thereby losing some
of their statistical significance. As late as
three years post-procedure, however, the re-
vision rate for the Affinis Short is significantly
better when compared to the documented
anatomical prostheses (Fig. 1).

Evulation of the current AOANJRR
registry data

In the Australian registry, the Affinis Short is
listed in the «mid-head shoulder prosthesis»
category. The Affinis is by far the most fre-
quently used prosthesis in this category.® As
of the end of 2016, the registry documents a
total of 733 mid-head procedures and 438

Affinis Short prostheses. In 2015 and 2016,
the Affinis Short was the most frequently used
product in this class in Australia. When com-
pared to 2015 figures the number of docu-
mented cases has doubled.* More than 50 per
cent of the documented mid-head prostheses
come from Mathys. With a revision rate of 2.1
per cent, the category of mid-head prostheses
has a significantly lower revision rate at a fol-
low-up period of three years compared to a
conventional total shoulder endoprostheses
(6.2 per cent). On the basis of this data, it can
be assumed that the Affinis Short is contribut-
ing significantly to these excellent results.

Pleasing prospects

The data on the Affinis Short from the two
major registries (NJR and AOANJRR) points in
the same direction, which we believe to be a
very pleasing sign and which we interpret as
an indicator of the excellent behaviour of our
implant. This also reflects the considerable
positive feedback that Mathys receives from its

users. Future, and most importantly long-term
follow-up of registry data, will confirm wheth-
er our high expectations will be met. We are,
however, already convinced that we are on the
right path!

Sources

' 14™ Annual Report 2017. National Joint Registry for
England, Wales, Northern Ireland and the Isle of
Man

2 Data on file

3 Australian Orthopaedic Association National Joint
Replacement Registry. Hip, Knee & Shoulder Arthro-
plasty Annual Report 2017

Cumulative Revision Rate

Endpoint: All revisions

0 1123 — -
1 810 0.3% (0.1% — 0.7%) 1.0% (0.8% — 1.2%)
2 545 0.3% (0.1% — 0.8%) 2.0% (1.7% - 2.3%)
3 315 0.7% (0.3% — 1.5%) 2.6% (2.3% - 3.0%)
4 150 1.4% (0.5% — 2.8%) 3.2% (2.8% - 3.7%)
5 43 1.4% (0.5% — 4.0%) 3.7% (3.1% — 4.3%)
6 (=) (=)
7 (=) (=)
8 (<) (=)
9 (=) (=)
10 (=) (=)

Cumulative revision rate with 95 % confidence intervals
Rate only reported for times where >40 remain at risk

Tab. 2 Cumulative revision rates for the Affinis Short (NJR)



balanSys UNI Fix

unicondylar knee prosthesis

The implant type and prosthesis design are important influencing factors of
revision rates. The AOANJRR registry data is able to confirm whether

the UKA balanSys UNI Fix has better revision rates than other UKA systems.

The implantation of a unicondylar knee arthroplasty (UKA) is now classed as a
standard procedure in cases of isolated, unicondylar knee arthritis when the knee
ligaments are intact. The aim of a partial joint replacement is to alleviate pain and
restore function.

Compared to a total knee replacement, unicondylar re-
placement is less invasive, the operating time is often
shorter, and the patient’s mobility is restored soon-
er after the operation with improved propriocep-
tion. The growing importance of mobility across

all demographic groups represents a significant
challenge to unicondylar knee joint prostheses.

The balanSys UNI Fix prosthesis tackles this
challenge head-on with the primary goal of
achieving a long prosthesis service life.

Clinical results
Excellent clinical results have been demonstrated by the registry data from the Aus-
tralian Orthopaedic Association National Joint Replacement Registry (AOANJRR):’

The balanSys UNI system (fixed bearing) boasts the lowest cumulative revision rate
of all unicompartmental knee replacement systems *. With a cumulative revision
rate of 8.1 per cent after 10 years, balanSys UNI Fix has a significantly lower revision
rate compared to all of the other documented unicompartmental knee replacement
systems. The average cumulative revision rate for unicondylar knee joint replace-
ment is 14.6 per cent after 10 years.

vitamys — the vitamin E enhanced, highly cross-linked polyethylene is highly resistant
against oxidation and exhibits superior wear resistance.? This material retains its
excellent mechanical and tribological properties even after prolonged phases of
accelerated ageing.?

These low associated wear rates® contribute to the long-term stability of implant
fixation without any compromise in terms of inlay fixation. vitamys is therefore a
tribological solution for «round-on-flat» articulations of the type generally used
with balanSys UNI Fix and unicondylar «fixed-bearing» prostheses.

Sources

! https://aoanjrr.sahmri.com

2 Masterfile vitamys (V01_2016, data on file)

3 balanSys UNI in vitro testing (VO5_2016, data on file)
* Annual Report 2017

Keeping a close eye
on post-op knees

An innovative medical product is en-
abling more effective monitoring of
the post-operative recovery period,
improving compliance and reducing
rehabilitation costs.

Claris Healthcare has developed a mon-
itoring system designed especially for
home-based rehabilitation and the
monitoring of older patients following
TKR. Claris Reflex consists of a sensor
which is placed on the knee that has
undergone surgery, with the necessary
software. With exercise instructions
and feedback on how these exercis-
es are being performed, patients are
helped to carry out their rehabilitation
at home. Doctors are able to track the
progress of their patients in real time
and are notified if th

Claris Reflex regis
extension of the

ture and the patient’s compliance with
training. The data is transferred au-

it. Hospitals can sa
since better complia
hospital stays, less
fewer emergency ad

You can find out mo
cal product, which is
in the USA, at


http://clarisreflex.com
https://aoanjrr.sahmri.com/documents/10180/397736/Hip%2C%20Knee%20%26%20Shoulder%20Arthroplasty

Learning from brain research:

how language works in patients’ minds

For patients, forthcoming surgery can be extremely stressful. In this state,

patients are especially sensitive to how clinical personnel formulate

their words. Used with purpose, positive words can calm patients and

promote their recovery.

«We are getting you ready right now!», «It will
all soon be over!, «I'll look in on you again to-
morrow if you're still here.» When it comes to
communicating with patients, misunderstand-
ings are very common. For you, it's perfectly
clear what you're talking about. Yes, you
might dispense with medical jargon but your
patient doesn’'t know exactly what’s about to
happen to him or her. What you see as a rou-
tine procedure, for example the implantation
of a total hip replacement, is something that
your patient sees as potentially life-threaten-
ing. Fear and stress can put patients into a sort
of trance — and their brains assume a different
state of consciousness with highly focused at-
tention and increased suggestibility.

Patient reinterpretation

Be aware that your patient will hungrily absorb
everything he sees and hears while in this state
and will relate it all to himself. A seemingly in-
nocuous prompt to your assistant, «Give him
all of it!», relating to the contents of the sy-
ringe, can be reinterpreted and make the situ-
ation worse for your patient than it actually is.
Their increased suggestibility means that you
can trigger pronounced mental and physical
changes in your patient more easily than
normal.’ Rational explanations tend to be
understood less by patients at this stage than
figurative language. Psychology talks of «sug-
gestions». These are statements that influence
the way we feel, think and act in a language
that our subconscious can understand. How-
ever, communication with patients is often —
unintentionally — peppered with negative sug-
gestions.?

Negative suggestions as pain amplifiers

Even with the best intentions, if you prepare
your patient for the pain they can expect by
using the words «This is going to sting a bit»,
then this will produce even more pain. In a
controlled, randomised study involving 159
patients who had to undergo a radiological

intervention, their anxiety and pain increased
if the procedure was clearly prefaced with
terms such as «stinging», «burning», «hot» or
«sharp».® The brain also cannot distinguish
between true pain and pain caused by expec-
tation. In both cases, the same areas of the
brain are active.*

Positive suggestions as a soother

French pharmacist Emile Coué (1857 -1926)
was the pioneer of suggestion and founder of
auto-suggestion. Coué discovered that medi-
cines worked better if he suggested their ef-
fectiveness to patients. The idea of «sugges-
tion» should not be equated with «pretending»

or «duping», however. Instead, it is much
more about offering an idea or possibility.
Positive suggestions can calm heightened at-
tention, especially in an anxious and stressed
state, relieve pain and actively support the
recovery process. This has already been con-
firmed in various reviews.>%7

Helpful phrases for

endoprosthesis procedures

The University Orthopaedic Hospital in the
Hungarian city of Debrecen has published a
number of suggestions that may be of help in
the context of joint replacement procedures:®
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Even during their initial consultations, doctors
used positive suggestions: «Your body will
recognise the implanted materials as if they are
its own and will completely accept them. After
the operation, your only task will be to help
your body do its work and heal quickly and in
the right way.»

To prepare patients for the noises associated
with implantation procedures, the doctors
used re-framing by way of suggestion: «/f you
hear noises during the operation, think of
them like the noises from a house renovation:
imagine that this renovation is the replace-
ment of your hip / knee, and think how happy
you will be to be able to use your joint again.»

With the following positive suggestions, pa-
tients were prepared for the intensive care unit
and post-operative recovery: «You will recover
easily and quickly after the operation. All of
the drips, catheters and drains that you see for
the first few days are there to help you heal
perfectly...»

The use of positive suggestion brings benefits
for both the patient and the hospital: sugges-
tions promote patients’ ability to heal them-
selves and accelerate their recovery. They cost
nothing and do not take up any additional
time. In an ideal scenario, suggestions can
even reduce surgery costs since drip and med-
ication requirements are fewer, and complica-
tions occur less frequently.
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How to communicate in
a brain-centric and positive

manner
The 7 most important principles of

brain-centric communication can be
found here for you to download.

Further
reading

Calvin L. Chou, Lauro Cooley
Communication Rx: Transforming
Healthcare Through Relationship-
Centered Communication
McGraw-Hill Education; 2017

Eric Vance

Suggestible You: The Curious Science
of Your Brain’s Ability to Deceive,
Transform, and Heal

National Geographic; 2016

Katalin Varga

Communication Strategies in Medical
Settings: Challenging Situations and
Practical Solutions (Consciousness and
Human Systems)

Peter Lang GmbH; 2015

Jon Christianson, u.a.

Physician Communication with
Patients: Research Findings and
Challenges

University of Michigan Press; 2012

Masthead

Publisher:

Mathys Ltd Bettlach e Robert Mathys Strasse 5 ® 2544 Bettlach ¢ Switzerland
Telephone: +41 32 644 1 485 ¢ E-mail: move@mathysmedical.com

Editor responsible for the magazine:

Tanja Rolli @ Head of Market Communcation & Congresses ® Mathys Ltd Bettlach

move! is published by Mathys Ltd Bettlach —
your competent partner for total arthroplasty.
With new, useful information, move! is ad-
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