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Objective: We conducted a clustered randomised controlled trial to study the effects of shared decision
making (SDM) on patient recovery. This study aims to determine whether GPs trained in SDM and
reinforcing patients’ treatment expectations showed more trained behaviour during their consultations
than untrained GPs.
Methods: We compared 86 consultations conducted by 23 trained GPs with 89 consultations completed
by 19 untrained GPs. The primary outcomes were SDM, as measured by the OPTION scale, and positive
reinforcement, as measured by global observation. Secondary outcomes were the level of autonomy in
decision making and the duration of the consultation.
Results: Intervention consultations scored significantly higher on most elements of the OPTION scale, and
on the autonomy scale; however, they were three minutes longer in duration, and the mean OPTION score
of the intervention group remained below average.
Conclusion: Training GPs resulted in more SDM behaviour and more autonomy for the patient; however,
this increase is not attributable to the adoption of a patient perspective. Furthermore, while we aimed to
demonstrate that SDM facilitates the reinforcement of patients’ positive expectations, the measurement
of this behaviour was not reliable.
Practice implications: In supporting SDM, professionals should give greater attention to patients’
treatment expectations.

© 2016 Elsevier Ireland Ltd. All rights reserved.

1. Introduction

contribute to better health outcomes by positively reinforcing
patients’ recovery expectations through discussions of the benign

In medical decisions, little attention is devoted to the patient
perspective, and patients’ expectations often remain unnoticed
[1-3]. This may have negative implications for recovery [4]. The
concept of shared decision making (SDM), i.e., both the patient and
the professional participate in the decision-making process and
come to joint conclusions, is considered crucial for empowering
patients to manage their healthcare problems and for overcoming
this deficiency [5].

SDM may reinforce patients’ pre-existing ideas about recovery
in treatment choices, and recovery may be facilitated if they have
positive expectations [4,6]. Thus, health professionals can
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spontaneous course [7]. Furthermore, health professionals can use
a therapeutic approach to positively reinforce patients’
pre-existing positive ideas about recovery.

The aim of SDM is to increase patients’ autonomy in decisions
about their personal health by shifting the doctor-patient
relationship from a paternalistic to a more equal relationship
[5]. Glyn Elwyn operationalised this concept into a 12-step process
[8,9]. In this broadly accepted model, patients are informed about
the decision process and the pros and cons of treatment options.
Then, patients’ concerns and expectations are explicitly explored
and incorporated into the treatment choice before the treatment
plan is mutually determined [8,9].

Despite impressive scientific efforts, effective methods of
implementing this approach remain unclear [9-11]. Further,
current knowledge on effective methods of directing professional
behaviour towards more patient-centred care and SDM is scarce
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and inconsistent [9,11]. Effective methods of teaching physicians
communication skills generally combine role-playing and feed-
back with small group discussions, and they should take at least
one day [11]. Multifaceted interventions that include educating
health professionals and decision aids, defined as instruments that
prepare people to participate in decisions, are promoted to
increase SDM behaviour [9]. Although these training sessions
increase professionals’ performance in SDM process elements,
such as listing options, patient care is not adequately adjusted to
include patient preferences [3].

Time investment seems to be a necessary condition for
implementing SDM because it is the most frequently mentioned
barrier to introducing SDM into daily practice and because
professionals’ level of performance is associated with the
consultation duration [3,10].

To promote general practitioners’ (GPs’) positive reinforcement
of patients’ expectations, we developed a training program to teach
GPs to implement SDM techniques and to positively reinforce the
chosen therapy. This training program was part of an intervention
study that compared the recovery of patients with low back pain
who consulted a GP trained in SDM and in positively reinforcing
the chosen therapy with the recovery of similar patients who
consulted untrained GPs.

We assessed whether GPs who were trained in SDM and in
positively reinforcing treatment expectations demonstrated better
SDM and reinforcement skills during consultations with patients
with low back pain than untrained GPs.

recruitment
phase

261 GP educators of the
vocational trainings institute

2. Methods
2.1. Design

This study was embedded in a clustered randomised trial that
evaluated the effectiveness of SDM among patients with low back
pain. For the trial, 68 GPs were recruited and randomly assigned to
the intervention (n=34) or control (n =34) group. All participating
GPs were asked to recruit 10 patients with low back pain and to
videotape their consultations with those patients. Of the con-
sultations completed with 226 recruited patients, 175 consulta-
tions were videotaped and used for this secondary analysis (Fig. 1).

2.2. Participants

GPs were recruited from the vocational training institute in
Utrecht and affiliated GP registries.

2.3. The training program

GPs in the intervention group received two training sessions
that were each two and a half hours in duration and were held in
small groups of approximately three to five participants. The
training focused on the SDM process and evidence-based
treatment of low back pain according to professional guidelines.
The GPs were encouraged to discuss the favourable prognosis of
low back pain with the patient and to positively reinforce the
treatment that was jointly selected. The training was based on the

833 GPs of other registries

68 participating GPs,

(34 of the educators)

9 non-including GPs
34 intervention group GPs

intervention training

2 non-videotaping
GPs
25 GPs including 112 patients

consultation with SDM
Current study 86 videotaped consultations by

23 GPs(range 1-10 observations per GP)

patient questionnaires about low back pain
at 0-26 weeks

Fig. 1. Flowchart.

12 non-including
GPs

34 control group GPs
no training

3 non-videotaping
GPs

22 GPs including 114 patients.

consultation with care-as-usual
89 videotaped consultations by

19 GPs(range 1-10 observations per GP)

patient questionnaires about low back pain
at 0-26 weeks

GP =general practitioner, SDM = shared decision-making, PR = positive reinforcement of the chosen therapy, *these GPs did not include any patient.
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learning principles described by Kolb and the SDM behavioural
process elements developed by Elwyn (Table 3) [12,13]. In the
training sessions, group discussion, theory, role-playing and
reflections on personal behaviour were alternated [13]. A decision
aid for non-chronic, non-specific low back pain was developed
based on the internationally accepted IPADS guidelines
(Appendix A) [14]. To stimulate their use of SDM skills during
the actual consultations, we provided the GPs with a desktop tool
containing group-formulated open-ended questions applicable to
the consecutive SDM process elements and standard sentences
that could be used to positively reinforce patients’ treatment
expectations. This tool was generated in the first session when the
GPs reflected on their training experiences. The participants were
advised but not obligated to use the plasticised A3 decision aid or
the desktop tool in their encounters with patients. The training
program was developed and implemented by a peer GP with
expertise in training skills (first author, AS) (Box 1).

In addition to receiving training sessions, the GPs in the
intervention group received personalised feedback on each
videotaped consultation for a maximum of two consultations
between the training sessions and for all consultations with
recruited patients. The feedback was sent via email within 24h
after the trainer received the videotape, and it focused on
performance on all SDM process elements, the extent to which
the ‘wait and see’ approach was discussed, the extent to which the
chosen treatment was positively reinforced and the level of
autonomy in decision making.

2.4. Controls

GPs in the control group were not trained and provided usual
care. They were informed that the intervention group was trained
in ‘communicative skills to maximise placebo effects’ but were
unaware of the content of the intervention.

2.5. Data collection

Practice staff, patients and observers were not informed of the
training or group allocation. After GPs were recruited for the trial,

Box 1
Training steps, aim and format both training sessions.

they completed a questionnaire concerning their age, gender,
educator status and years of GP experience. Practice staff invited
patients to participate in the trial, and after the patients provided
informed consent, they completed one questionnaire before the
consultation (baseline measurement). The GPs videotaped the
consultation about back pain (Fig. 1).

2.6. Outcomes
The primary outcomes were as follows:

e level of SDM and
o level of positive reinforcement of the chosen therapy.

The secondary outcomes were as follows:

¢ level of autonomy in decision making,

e extent to which the ‘wait and see’ approach was discussed,

« performance on the consecutive process elements of the OPTION
scale, and

e duration of the consultation, which was divided into the intake,
the physical examination and the evaluation and plan.

We compared the outcomes between the control and interven-
tion group.

2.7. Measurement instruments

2.7.1. The OPTION scale and its process elements

We used the OPTION scale, a validated instrument used to
measure GPs’ performance on the SDM process elements (Table 2)
[12]. Scores (ranging from O to 4) are given on 12 SDM process
elements, and these scores are summed to obtain an overall score
(Table 2). A score of zero corresponds to no behaviour observed,
and a score of four indicates that the behaviour is exhibited to a
high degree. The scores for the 12 process elements are summed
and transformed into a scale using the following formula: summed
score/48 x 100. The scale exhibits adequate properties (Cronbach’s
alpha=0.728).

Step Aim

Format

FIRST AND SECOND
SESSION

1 Introduction Create a safe environment
Inventory of attitudes 1. Focus on placebo-knowledge on patient recovery
2. Focus on learned skills of SDM and PR
3 Reflection on daily
practice

4 Theory on placebo
effects and SDM

5 Practical implications To reach proportional understanding
6 Practical work-out

7 Reflection on
experiences

8 ending

1. Create a shift from ‘unaware unskilled’ to ‘aware unskilled’ in SDM and PR
2. Create a situation of constructive friction in experienced (lack of) skills in SDM and PR 2. Group discussions of 2-3 persons coached

1. Knowledge transfer on positive expectations on recovery and SDM process steps as
instrument to implement patient’s treatment expectations

2. Knowledge transfer on decision aid and double positive reinforcement®

1. Skills development in SDM process steps and positive reinforcement

2. Skills development in usage decision aid and double positive reinforcement”

Solve problems, attack reluctance and increase self-efficacy

To thank and give a positive reinforcement on trained behaviour

Introduction round
Plenary short discussion

1. Group discussions of 2-3 persons

by the trainer

Frontal presentation alternated with

plenary discussion based on questions about
practical issues

1. Role play on simple low back pain
consultation

2. Role play with decision aid (obligatory) and
desktop tool” (voluntary)

1. Plenary discussion and creation of desktop
tool”

2. Plenary discussion ending with expressing
feelings of ‘aware skilled’

A personal remark on best performances.

1 =first session; 2 =s session SDM =shared decision-making, PR = positive reinforcement of the chosen therapy.
¢ Participants were taught to positive reinforce the benign course as recommended in the guideline but also positive reinforce the chosen therapy.
b Desktop tool contained group self-formulated open questions applicable to consecutive SDM process elements and sentences that could be pronounced to discuss the

benign course or positively reinforce the treatment expectations.
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2.7.2. Positive reinforcement of the chosen therapy

The value assigned to the level of positive reinforcement of the
chosen therapy was unrelated to the individual who made the
choice. The chosen therapy was defined as any selected treatment
plan, including ‘staying active’, and the level of positive reinforce-
ment was measured using the following rating scale (with some
examples):

0. no remark on the effect of treatment

1. insufficient attempt (e.g. “I think it is good to do something
about it”)

2. basic skills (e.g., “It seems good to follow ... therapy”)

3. good level (e.g., “I fully expect that your complaints will fade
within ... weeks when you adhere to this therapy”)

4. high level (i.e., the GP discussed the expected positive effect
with the patient; e.g., “This therapy will take away your
complaints. What do you think about it?” (The patient also
responded to this question))

2.7.3. Level of autonomy in decision making

The Control Preference Scale was transformed into a scale to
assess the observed level of autonomy in decision making with the
following scores: 4 (autonomous), 3 (dominated by the patient), 2
(SDM), 1 (informed choice) and O (paternalistic). Observers
determined scores based on their personal perception of the level
of autonomy during the actual decision-making process while
taking into account the preparation for the choice (which varied
from GPs engaging in a more unidirectional informing approach to
more active listening and dialogue in the decision phase) and the
individual who made the actual choice [15].

Some examples of each level of this scale are as follows:

4. Autonomous: “OK, I will start with physiotherapy since that
suites me best.”

3. Dominated by the patient: “Thank you for sharing this
information about the different options. I think I will start taking
painkillers because [ have good experiences with taking pills.”

2. SDM: “If I understand you correctly, the best choice for me/
you could be just to wait and see because I/you had side effects
from painkillers the last time I/you used them. What do you
think?”

1. Informed choice: “It seems good for you to start taking pills
because physiotherapy will cost too much of your precious time.”

0. Paternalistic: “This therapy is best for you. Let’s start with it

”»

now.

2.7.4. Extent to which the ‘wait and see’ approach was discussed

The Dutch guidelines on low back pain recommend that
medical professionals mention the benign spontaneous course of
low back pain (‘wait and see’) to increase patients’ expectations
regarding recovery [16]. GPs in the intervention group were
trained to explicitly express positive expectations about the
spontaneous course of low back pain and the ‘wait and see’
approach. The extent to which the ‘wait and see’ approach was
discussed was measured in the same manner as positive
reinforcement.

0. No remark on the ‘wait and see’ approach

1. Insufficient attempt: “I hope you will recover in the next few
weeks”

2. Basic skills: “I expect you will recover in a couple of weeks.”

3. Good level: “Normally, your complaints fade away in days or
weeks”

4, High level: “Your complaints will disappear in the coming
days or in weeks at the most. Is that what you expected, too?” (The
patient also responded to this question.)

2.7.5. Duration of the consultation

The total duration of the consultation was measured from the
videotape. The taping started when the patient entered the room
and ended when the GP stopped the videotape because the
consultation about back pain had concluded. Time spent explain-
ing trial-related issues or addressing other external interruptions,
such as telephone calls, was subtracted from the overall time of the
observation. The consultation was divided into three parts -
namely, intake, physical examination and evaluation and plan -
and the duration of each separate part was measured in seconds.
The physical examination started when the patient stood to be
examined and ended when the patient was re-seated. In cases in
which no examination occurred, the intake ended when the GP
began to discuss the diagnosis, therapeutic options, or plan. Time
was measured in seconds.

2.7.6. Coding reliability

Two blind observers (AL and IvdE) scored the videotapes using
Observer (Noldus, 7th edition), a program designed to aid in the
observation of videotapes [17]. The observers scored a random
sample of 17 consultations a second time to control for intra-
observer reliability, and both observers scored another random
sample of 32 consultations to control for inter-observer reliability.
We calculated Pearson correlation coefficients and Cohen’s kappas
for both inter-observer and intra-observer reliability. The results
are presented in Appendix B. Inter-observer reliability (Cohen’s
Kappa and Pearson correlation coefficient) for two of the twelve
Option scale items was below 0.60; both items had a low
frequency. However, to maintain the integrity of the OPTION
scale, we kept these items for the analysis.

The level of positive reinforcement was not assessed reliably,
and the inter-observer reliability for the level of autonomy in
decision making was substantial (0.67).

2.8. Statistical analysis

Differences in the baseline characteristics of patients and GPs in
the observed sample were tested against differences in the trial
sample and between the group allocations. The effects on the
OPTION sum score, level of positive reinforcement, level of
involvement, extent to which the ‘wait and see’ approach was
discussed and performance on the consecutive SDM process
elements were assessed using t-tests based on the means. To test
the differences in consultation duration, averages were subjected
to Student’s t-test. Because of the nested design (clustering of
patients per GP), we employed a multilevel model to correct for
clustering at the GP level. To control for learning effects due to the
receipt of personalised feedback on each video, we ranked each
observation according to the order in which the GP conducted the
session. Further, to correct for the patient’s age, gender and
educational level; the GP’s age and gender; the gender of the
patient-GP dyad; and the video rank and duration of the
consultation, we built a multilevel linear regression model based
on the means of the process elements and on the level of
involvement separately by using the total score of the observer per
allocation and tested whether the variables in this model had a
significant influence on the outcomes by using a X? test.

2.9. Ethics

The study protocol for the trial (Netherlands National Trial
Register (NTR) number: NTR1960) was assessed by the Ethical
Committee of the University Medical Centre of Utrecht and
exempted from full assessment. GPs asked patients to provide
permission to be videotaped.
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3. Results
3.1. GPs and consultations

Twenty-three trained GPs videotaped 86 consultations, and 19
untrained GPs videotaped 89 consultations (Fig. 1). Three GPs in
the intervention group did not complete both training sessions
because of personal circumstances and did not recruit any patients.
Further, two patients did not agree to the observation, 15
consultations were not videotaped because the GP was not able
to do so, 33 consultation observations failed and 1 observation was
not scored for logistical reasons (Fig. 1). Non-recruiting GPs did not
differ from recruiting GPs in terms of age, gender, status as an
educator of GP trainees or years of GP experience. In addition,
videotaped patients did not differ from all 226 included patients in
terms of age, gender, native country, educational level or pain
characteristics. In the observed sample, there were also no
significant differences in the baseline characteristics between
the GPs and patients in the intervention group and the GPs and
patients in the control group (Table 1).

3.2. Intervention effects

3.2.1. SDM and positive reinforcement of the chosen therapy

In the multilevel multivariate analyses, the trained GPs scored
significantly higher on the OPTION scale and the level of positive
reinforcement than the control GPs. Both scores were less than half
the value recommended for best practice based on the maximum
scores per scale (Table 2). Nevertheless, the level of positive
reinforcement was not assessed reliably and should be interpreted
with caution.

3.2.2. Level of autonomy in decision making and extent to which the
‘wait and see’ approach was discussed

In the multilevel multivariate analyses, the trained GPs
exhibited significantly less paternalistic decision making (corre-
sponding to a zero score on the Control Preference scale) than the

Table 1

control GPs but did not engage in SDM (corresponding to a score of
two on the Control Preference scale). Control GPs discussed the
‘wait and see’ approach more explicitly, but the difference between
the groups was not significant in the fully corrected analysis
(Table 3).

3.2.3. Consecutive process elements of the OPTION scale

In the fully corrected model, the trained GPs performed
significantly better on eight of the twelve elements of the OPTION
scale, and the control GPs did not perform significantly better on
any element.

3.2.4. Consultation duration effects

We found a significantly longer consultation duration for the
trained group (15min and 54s) than for the untrained group
(13min and 6s). In particular, the trained physicians spent
significantly more time on the intake phase and the evaluation
and plan phase but significantly less time on the physical
examination (Table 4).

The duration of the consultation had an important and
significant positive effect (p=0.000) on the summed score of
the process elements.

4. Discussion and conclusion
4.1. Discussion

This study evaluated the effects of training GPs in SDM and
positively reinforcing the chosen therapy. Trained GPs engaged in
SDM and positively reinforced the therapeutic choice significantly
more than untrained GPs. However, the results regarding positive
reinforcement are insufficiently reliable to draw firm conclusions.
The training resulted in a 13% increase in the OPTION scale score
and a 19% increase in the level of positive reinforcement, but the
observed levels remained low. Further, consultations with trained
GPs were 3 min longer than those with untrained GPs.

Univariate analysis on baseline characteristics for untrained and trained GPs and their patients. For continuous variables, means and standard deviations tested by T-test and
for dichotomous variables, percentages tested by X?-distributions are given. Absolute number are in brackets.

trained GP group

untrained GP group

mean mean SD p-value
GP CHARACTERISTICS
number of GPs 23 19
GP age 52.7 49.0 7.0 0.081
male 48%(11) 63%(12) 0.320
educator 65%(15) 84%(16) 0.163
number of years of experience as GP 18.8 19.1 8.9 0.597
number of patient inclusions 4.83 6.11 3.4 0.168
5 inclusions or more 48%(11) 63%(12) 0.320
PATIENT CHARACTERISTICS
number of patients 86 89
age 45.48 14.0 44.53 14.1 0.655
male 47%(40) 52%(45)° 0.546
Dutch origin 96%(75)° 99%(79)° 0.926
educational level € ? 0.969
low 18%(15) 17%(15)
middle 49%(41) 49%(43)
high 31%(26) 33%(29)
VAS pain (0-100) 48.2° 15.6 46.9¢ 16.7 0.620

VAS =visual analogue scale.
"=p<0.05.

4 =2 missing cases.

b =3 missing cases.

€ =4 missing cases.

d =14 missing cases.

¢ =14 missing cases.
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Table 2
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Multilevel multivariate analysis of SDM, as measured by OPTION sum scores (scale 0-100) and positive reinforcement (range 0-4), mean scores (confidence intervals) and
differences. We corrected for patients’ age, gender and educational level; GPs’ age and gender; the gender of the patient-GP dyad, the video rank and the consultation

duration. The GP was the level of clustering.

trained GP group (n=386)

untrained GP group (n=389)

mean CI mean CI difference
OPTION sum score on scale (0-100) 38.53 35.31-41.74 23.66 20.25-27.08 14.86°
positive reinforcement of the chosen therapy (0-4) 116 0.82-1.50 0.50 0.14-0.87 0.77

" p<0.05 difference in scores between the two groups in the multilevel multivariate outcomes corrected for GP level, CI=confidence interval.

Table 3

Multilevel multivariate analysis of level of autonomy, discussion of the ‘wait and see’ approach and SDM consecutive process elements, mean scores(standard error). All scores

range from O to 4.

trained GP group (n=86)

untrained GP group (n=389)

SECONDARY OUTCOMES mean SE mean SE difference
level of autonomy (2 =SDM) 1.74 0.11 0.86 0.11 0.91°
discussion of the ‘wait and see’ approach 1.55 0.25 1.50 0.27 —-0.05
item OPTION process elements
1 GP draws attention to a decision-making stage 1.18 0.15 0.52 0.16 0.66
2 equipoise 1.21 0.23 0.17 0.25 1.03
3 information format 0.84 0.12 0.25 0.13 0.59
4 lists options 3.59 0.19 1.97 0.21 1.62°
5 explanation of pros and cons of options 1.65 0.14 0.98 0.15 0.67
6 exploration of the patient’s expectations 1.82 0.13 1.41 0.13 0.42°
7 exploration of the patient’s concerns 0.13 0.05 0.02 0.05 0.11
8 check of patient’s understanding 1.09 0.10 0.96 0.11 0.12
9 offering opportunities to ask questions 1.20 0.14 0.90 0.15 0.30
10 elicitation of patient’s preferred level of involvement 2.18 0.18 0.96 0.19 1.22°
11 indication of a decision-making stage 0.88 0.09 0.38 0.10 0.50°
12 indication of the need to review the decision 2.67 0.33 2.82 0.35 -0.72
" p<0.05 difference in scores between the two groups in the multilevel multivariate outcomes.

Table 4

Duration (in seconds) of the observed consultations, mean scores (standard deviation).

trained GP group (n=86) untrained GP group (n=389)

CONSULTATION PHASES mean SD mean SD p-value
intake’ 339 170 282 114 0.001
physical examination” 177 152 222 129 0.037
evaluation and plan’ 437 246 283 164 0.000
total consultation duration’ 947 359 786 271 0.001
total duration in minutes 15.8 6.0 131 4.5 0.001

" p<0.05 between the two groups.

Our study confirms the findings of Couét’s review of studies
assessing GPs use of the OPTION scale. In the four comparison
studies conducted in general practice settings in the review,
untrained GPs exhibited comparably lower scores (a mean score on
the OPTION magnitude scale of 26), and GPs who were trained in
SDM achieved higher sum scores than controls (a mean score of 36
on the OPTION magnitude scale) [3]. Similar to Couét, we found
that the duration of the consultation was strongly correlated with
performance in terms of SDM. However, patient-centred behav-
iour, such as questioning patients about the preferred information
format, their concerns or their understanding, was rarely observed
[3].

Although results regarding the separate elements of the
OPTION scale should be interpreted with caution, a comparison
of the current findings with other relevant findings might unveil
some similarities or differences between these elements. Similar to
the EXACTE2 study, we found higher scores on ‘announcing the
decision-making stage’, ‘listing the options’, ‘discussing pros and
cons’ and ‘exploring the patient’s expectations’ [18,19]. The last
item was primarily observed in the intake phase. The Dutch

guidelines for low back pain recommend that GPs explores
patients’ treatment expectations in the intake phase [16]. Similar
to the studies of Bensing et al. and Butalid et al., which evaluated
changes in GP behaviour over time, we observed that GPs often did
not ask patients questions in the decision phase [20,21]. Overall,
the training directed GP behaviour towards more SDM and more
positive reinforcement of treatment expectations; however, the
major changes were found in the informative items of the OPTION
scale, such as information transfer of therapeutic options or
introduction of process steps. The training did not significantly
increase patient-centred behaviour, as measured by more recep-
tive items on the OPTION scale, such as listening to patients’
concerns.

Training sessions are typically more effective at changing
behaviour than attitudes [22]. This notion is confirmed by Couét’s
claim that behavioural change might be partially due to
communication tools rather than clinicians’ attempts to inquire
about patients’ preferences [3]. His interpretation is in line with
our observations from the videos and training. Specifically, the
trained GPs became more aware of the need to better inform
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patients about their treatment options and to incorporate patients’
expectations; however, they often made inquiries during the
intake phase of the consultation and provided information in the
form of a paternalistic, guideline-oriented choice. As Braddock
suggested, GPs are more involved in the preparation for the
decision than in the actual choice itself [23]. Furthermore, Butalid
et al. and Bensing et al. concluded that in modern medicine, GPs’
communication is more oriented towards biomedical tasks and
characterised by lower levels of patient involvement [20,21]. Based
on this interpretation and the limited inquiries about patients’
expectations, concerns, need for questioning and preferred levels
of involvement in the decision-making stage, we conclude that GPs
in the intervention group engaged in more informative process
elements of SDM and better inquired about patients’ desired level
of involvement in the decision making process than the controls;
however, in terms of patients’ involvement in the actual treatment
choice, there was considerable room for improvement. Thus, we
expect that patients did not have more positive expectations about
the treatment choices and that the GPs’ treatment choice was
reinforced in a typical manner.

However, why did the GPs adhere to a more paternalistic
attitude? In the training, GPs considered it ‘unprofessional’ to
accept a therapeutic option as the treatment choice when this
option was not in line with their interpretation of the
guidelines. Interestingly, GPs displayed individual differences
in their preferred illness-specific treatment option even though
they followed the same guidelines. During the training, the GPs
became aware of the variety of preferred treatment options
across GPs; however, they still expressed difficulties in accept-
ing equipoise. The trained GPs were aware that placebo effects
from expectations are substantial and that the guidelines reject
these therapies because they do not exceed the placebo effect.
They also experienced difficulties in accepting patients’
personal preference of having an equal role in selecting the
treatment. A sense of professionalism may have led them to feel
the need to convince patients of their medical viewpoint rather
than to consider the patient perspective. This attitude implies
that SDM may be acceptable only from a medical perspective,
i.e., when the patient prefers a treatment in line with illness-
centred guidelines. Furthermore, professionals do not consider
patients’ treatment preferences based on placebo effects to be
acceptable, even when the beneficial effects are based on
evidence and the underlying mechanism of the effects is openly
discussed [24]. These observations raise questions about the
concept of SDM and professionals’ and patients’ perceptions of
SDM. How do patients’ preferences for treatment options relate
to GPs’ considerations as defined in clinical practice guidelines?
To what extent does SDM imply an equal relationship in
decision making? Do considerations in illness-centred guideline
reflect the patient’s or the GP’s perspective? To what extent
does SDM imply an equal relationship in decision making? The
answers to these questions can help to determine the best
strategy for training providers to devote greater attention to the
patient perspective in decision making.

The consultations with trained GPs lasted, on average, three
minutes longer than those with untrained GPs, who spent 13 min
delivering ‘usual care’. Consultations in general practice in the
Netherlands take, on average, 10.2 min [25]. Typically, a longer
consultation duration is associated with a higher process score,
and after duration is controlled for, the association becomes
nonsignificant [26]. This was not the case in our study. Thus, in
addition to the effects of a longer consultation duration, the
training itself directed GPs towards more SDM. However, a 20%
increase in consultation time is substantial in daily practice. One
might question whether SDM could be implemented more
efficiently if professionals invest less time engaging in task-

oriented behaviour and more time exhibiting receptive behaviour,
such as listening to patients’ needs, to reach a treatment decision.

4.1.1. Strengths of the study

We developed a training and supportive tool that conforms to
recent internationally accepted guidelines [9,11]. The duration of
the training was sufficient considering recently gained knowledge
[11,27]. We used the OPTION scale to evaluate the training because
it is a well-validated and broadly accepted instrument for
measuring the conceptual construct of SDM [3,12,28]. Upon
calculating the intra- and inter-observer rating reliability, we
found reasonable scores for most of the OPTION scale items and the
level of autonomy. The difference in the summed process elements
between groups was congruent with the difference in the process
outcome between the groups. We focused on not only reinforced
positive expectations about treatment but also the benign natural
course.

Time investment, a recognised barrier to SDM, was also taken
into account [10].

4.1.2. Limitations of the study

The inter-observer reliability of the measurement of the level of
positive reinforcement of the chosen therapy was insufficient -
potentially because of the relatively low scores for this element.
Therefore, conclusions regarding these results cannot be drawn
with acceptable certainty.

We measured the effect of the training by comparing trained
and untrained GPs but did not assess the behavioural change of
each individual GP.

Not all trained GPs videotaped consultations. However, we do
not believe that this limitation induced selection bias because we
did not find differences in the baseline variables between recruited
and non-recruited patients. Although one-third of the GPs in the
intervention group completed less than eight hours of training and,
thus, did not receive feedback on more than four videos, the
observed behavioural differences were significant.

GPs were recruited and trained by a peer GP (the first author of
the article), which might have triggered all GPs to perform better in
terms of communication skills, contributed to the longer duration
of the consultations and decreased the differences between the
groups. Control GPs were not blind to the allocation or scope of the
intervention, but they were not familiar with the content of the
intervention. In two cases, GPs in the intervention group and in the
control group worked on the same premises, but they worked on
different days during the week. The majority of the GPs were
educators, and they were recruited based on their interest in
placebo effects on low back pain. Further, training intensity
differed across trained GPs because not all GPs videotaped
consultations or reached the goal of including ten patients in
the sample. These factors might have decreased the differences
between the groups, especially with respect to the use of more
general communication skills, such as ‘reviewing the decision’;
performance on elements emphasised in the Dutch guidelines on
low back pain, such as ‘exploring patient’s expectations’; and the
extent to which the ‘wait and see’ approach was discussed.
However, overall, the control GPs did not exceed the average scores
found in Couét’s review, which highlights the difficulty of
implementing SDM in daily practice [16].

4.2. Conclusion

The results of the study indicate that training in SDM and in
positively reinforcing the chosen therapy significantly increases
SDM, especially with respect to behaviour related to informative
items, such as the transfer of information from the GP to the
patient. SDM did not lead GPs to incorporate the patient
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perspective in the actual decision-making process, for instance, by
making inquiries about patients’ concerns or need for questioning,
to a greater extent. Unfortunately, the measurement of the level of
positive reinforcement proved to be unreliable. Further, the
consultations conducted by GPs in the intervention group were,
on average, three minutes longer, and the GPs expressed reluctance
in engaging in SDM when the patient’s preferences were not in line
with clinical guidelines.

4.3. Practice implications

In selecting a therapy, professionals should devote greater
attention to the patient’s perspective, including the patient’s
concerns, understanding and questions. To increase the level of
patient involvement in actual decision making, scholars should
conduct more research to understand patients’ and professionals’
perceptions regarding SDM.
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Front-side of plasticized A3 format decision aid card

Appendix A. Decision aid (sub)acute nonspecific low
back pain

What is wrong with me?

You suffer from an innocent low back pain. There is no mention
of a serious abnormal situation. The cause of your pain is most
probable situated in your muscles, ligaments and bones in the
back, which are temporarily ‘out of order’. This pain does not mean
that there is a disease or any kind of damage.

What will happen to the symptoms of my pain?

The pain and complaints will vanish in short time. The more
sever pain will go away in a few days. Three into four people will
regain pain within a year.

Which therapeutic possibilities exist?

Bed rest

Passive therapy for example: corset, acupuncture, etc

Manual therapy

Active therapy for example: physiotherapy, back schools, etc

Medication for example: NSAID’s (ibuprofen, diclofenac),
muscle relaxants (like Diazepam, Oxazepam etc.) od antidepres-
sants.

Stay active this means: keep up your daily routine as much as
possible. The best way to do this is to have your daily activities
extended a little, in spite of the pain.

Which therapy is best?

All therapies have their advantages and disadvantages. As a
physician we can not tell you which one will be best for you.

You can choose to wait and see whether pain will go away by
itself. What we do know is that your recovery will be sooner if you
stay active as much as possible and that staying in bed has negative
results.

Back-side of plasticized A3 format decision aid card

In the tables mentioned below you can see how effective
different therapies are for the majority of people on short term.
What are chances on adverse effects and on chronic complaints.
The tables can help you to decide together with your physician how
you want to cope with your back pain. You can also choose to
combine different therapies.

This color means that we don’t know if this therapy

will help. Maybe you have your own preferences
Additional background information on A4 paper for GPs
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Short term reduction of complaints

Bed rest passive manual

active therapy

drugs

stay active

Chances on adverse effect

Bed rest passive manual

I

drugs

active therapy stay active

25

Chances on chronic complaints

Bed rest passive manual

Conclusion based on Cochrane reviews

Presented are summaries of results. Differences between acute/
sub-acute or chronic are highlighted by italics.

For authors and content we refer to Cochrane website.

http://www.thecochranelibrary.com

Advice to rest in bed versus advice to stay active for acute low-back
pain and sciatica

June 2010

We included ten RCTs with varying risk of bias. For patients with
acute LBP, results from two trials (N =401) suggest small improve-
ments in pain relief (SMD 0.22 (95% CI: 0.02-0.41)) and functional
status (SMD 0.29 (95% CI: 0.09-0.49)) in favor of advice to stay
active. For patients with sciatica, there is moderate quality
evidence of little or no difference in pain relief (SMD —0.03
(95% CI: —0.24 to 0.18)) or functional status (SMD 0.19 (95% CI:
—0.02 to 0.41)), between advice to rest in bed or stay active.

Low quality evidence (3 RCTs, N=931) suggests little or no
difference between exercises, advice to rest in bed or stay active for
patients with acute LBP. Low quality evidence (1 RCT, N=250)
suggests little or no difference between physiotherapy, advice to
rest in bed or stay active for patients with sciatica. No trials that
compared different ways of delivering advice.

Lumbar supports for prevention and treatment of low back pain
February 2011
Seven preventive studies (14,437 people) and eight treatment
studies (1361 people) were included in this updated review.
Overall, the methodological quality of the studies was rather low.

active therapy  drugs stay active

Only five of the fifteen studies met 50% or more of the internal
validity items.There was moderate evidence that lumbar supports
are not more effective than no intervention or training in
preventing low-back pain, and conflicting evidence whether
lumbar supports are effective supplements to other preventive
interventions. It is still unclear if lumbar supports are more
effective than no or other interventions for the treatment of low-
back pain.

Superficial heat or cold for low back pain

February 2011

Nine trials involving 1117 participants were included. In two
trials of 258 participants with a mix of acute and sub-acute low-
back pain, heat wrap therapy significantly reduced pain after five
days (weighted mean difference (WMD) 1.06, 95% confidence
interval (CI) 0.68-1.45, scale range 0-5) compared to oral placebo.
One trial of 90 participants with acute low-back pain found that a
heated blanket significantly decreased acute low-back pain
immediately after application (WMD -32.20, 95% CI —38.69 to
—25.71, scale range 0-100). One trial of 100 participants with a mix
of acute and sub-acute low-back pain examined the additional
effects of adding exercise to heat wrap, and found that it reduced
pain after seven days. There is insufficient evidence to evaluate the
effects of cold for low-back pain, and conflicting evidence for any
differences between heat and cold for low-back pain.

Acupuncture and dry-needling for low back pain

February 2011

Thirty-five RCTs were included; 20 were published in English,
seven in Japanese, five in Chinese and one each in Norwegian,
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Polish and German. There were only three trials of acupuncture for
acute low-back pain. They did not justify firm conclusions, because
of small sample sizes and low methodological quality of the
studies. For chronic low-back pain there is evidence of pain relief
and functional improvement for acupuncture, compared to no
treatment or sham therapy. These effects were only observed
immediately after the end of the sessions and at short-term follow-
up. There is evidence that acupuncture, added to other conven-
tional therapies, relieves pain and improves function better than
the conventional therapies alone. However, effects are only small.
Dry-needling appears to be a useful adjunct to other therapies for
chronic low-back pain. No clear recommendations could be made
about the most effective acupuncture technique.

Massage for low-back pain

June 2010

Thirteen randomized trials were included. Eight had a high risk
and five had a low risk of bias. One study was published in German
and the rest in English. Massage was compared to an inert therapy
(sham treatment) in two studies that showed that massage was
superior for pain and function on both short and long-term follow-
ups. In eight studies, massage was compared to other active
treatments. They showed that massage was similar to exercises,
and massage was superior to joint mobilization, relaxation
therapy, physical therapy, acupuncture and self-care education.
One study showed that reflexology on the feet had no effect on pain
and functioning. The beneficial effects of massage in patients with
chronic low-back pain lasted at least one year after the end of the
treatment. Two studies compared two different techniques of
massage. One concluded that acupuncture massage produces
better results than classic (Swedish) massage and another
concluded that Thai massage produces similar results to classic
(Swedish) massage.

Author conclusions: Massage might be beneficial for patients
with sub-acute and chronic non-specific low-back pain, especially
when combined with exercises and education. The evidence
suggests that acupuncture massage is more effective than classic
massage, but this need confirmation. More studies are needed to
confirm these conclusions, to assess the impact of massage on
return-to-work, and to determine cost-effectiveness of massage as
an intervention for low-back pain.

Combined chiropractic interventions for low-back pain

February 2011

We included 12 studies involving 2887 participants with LBP.
Three studies had low risk of bias. Included studies evaluated a
range of chiropractic procedures in a variety of sub-populations of
people with LBP. No trials were located of combined chiropractic
interventions compared to no treatment. For acute and sub-acute
LBP, chiropractic interventions improved short- and medium-term
pain (SMD —0.25 (95% CI —0.46 to —0.04) and MD —0.89 (95%CI
—1.60 to —0.18)) compared to other treatments, but there was no
significant difference in long-term pain (MD —0.46 (95% CI —1.18 to
0.26)). Short-term improvement in disability was greater in the
chiropractic group compared to other therapies (SMD —0.36 (95%
CI —0.70 to —0.02)). However, the effect was small and all studies
contributing to these results had high risk of bias. There was no
difference in medium- and long-term disability. No difference was
demonstrated for combined chiropractic interventions for chronic
LBP and for studies that had a mixed population of LBP.

Exercise therapy for treatment of non-specific low back pain
February 2011
Sixty-one randomized controlled trials (6390 participants) met
inclusion criteria: acute (11), sub-acute (6) and chronic (43) low-
back pain (1 unclear). Evidence was found of effectiveness in chronic

populations relative to comparisons at all follow-up periods;
pooled mean improvement was 7.3 points (95% CI, 3.7-10.9) for
pain (out of 100), 2.5 points (1.0-3.9) for function (out of 100) at
earliest follow-up. In studies investigating patients (i.e. presenting
to healthcare providers) mean improvement was 13.3 points (5.5-
21.1) for pain, 6.9 (2.2-11.7) for function, representing significantly
greater improvement over studies where participants included
those recruited from a general population (e.g. with advertise-
ments). There is some evidence of effectiveness of graded-activity
exercise program in sub-acute low-back pain in occupational
settings, though the evidence for other types of exercise therapy in
other populations is inconsistent. There was evidence of equal
effectiveness relative to comparisons in acute populations [pain:
0.03 points (95% CI, —1.3 to 1.4)].

Limitations: This review largely reflects limitations of the
literature, including low quality studies with heterogeneous
outcome measures, inconsistent and poor reporting, and possibili-
ty of publication bias.

Back schools for non-specific low-back pain

March 2010

Nineteen RCTs (3584 patients) were included in this updated
review. Overall, the methodological quality was low, with only six
trials considered to be high quality. It was not possible to perform
relevant subgroup analyses for LBP with radiation versus LBP
without radiation. The results indicate that there is moderate
evidence suggesting that back schools have better short and
intermediate-term effects on pain and functional status than other
treatments for patients with recurrent and chronic LBP. There is
moderate evidence suggesting that back schools for chronic LBP in
an occupational setting, are more effective than other treatments
and placebo or waiting list controls on pain, functional status and
return to work during short and intermediate-term follow-up. In
general, the clinical relevance of the studies was rated as
insufficient.

Non-steroidal anti-inflammatory drugs for low back pain

March 2010

In total, 65 trials (total number of patients=11,237) were
included in this review. Twenty-eight trials (42%) were considered
high quality. Statistically significant effects were found in favor of
NSAIDs compared to placebo, but at the cost of statistically
significant more side effects. There is moderate evidence that
NSAIDs are not more effective than paracetamol for acute low-back
pain, but paracetamol had fewer side effects. There is moderate
evidence that NSAIDs are not more effective than other drugs for
acute low-back pain. There is strong evidence that various types of
NSAIDs, including COX-2 NSAIDs, are equally effective for acute
low-back pain. COX-2 NSAIDs had statistically significantly fewer
side-effects than traditional NSAIDs.

Muscle relaxants for non-specific low-back pain

October 2008

Thirty trials met the inclusion criteria. Twenty-three trials (77%)
were of high quality, 24 trials (80%) were on acute low back pain.
Four trials studied benzodiazepines, 11 non-benzodiazepines and
two anti-spasticity muscle relaxants in comparison with placebo.
Results showed that there is strong evidence that any of these
muscle relaxants are more effective than placebo for patients with
acute LBP on short-term pain relief. The pooled RR for non-
benzodiazepines versus placebo after two to four days was 0.80
[95% CI; 0.71-0.89] for pain relief and 0.49 [95% CI; 0.25-0.95] for
global efficacy. Adverse events, however, with a relative risk of 1.50
[95% CI; 1.14-1.98] were significantly more prevalent in patients
receiving muscle relaxants and especially the central nervous
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system adverse effects (RR 2.04; 95% CI; 1.23-3.37). The various
muscle relaxants were found to be similar in performance.

Antidepressants for non-specific low back pain

October 2010

Ten trials that compared antidepressants with placebo were
included in this review. The pooled analyses showed no difference
in pain relief (six trials (one trial with two treatment arms and a
second trial with 3 treatment arms); standardized mean difference
(SMD) —0.04 (95% confidence interval (CI) —0.25 to 0.17)) or
depression (two trials; SMD 0.06 (95% CI —0.29 to 0.40)) between
antidepressant and placebo treatments. The qualitative analyses
found conflicting evidence on the effect of antidepressants on pain
intensity in chronic low-back pain, and no clear evidence that
antidepressants reduce depression in chronic low-back pain
patients. Two pooled analyses showed no difference in pain relief
between different types of antidepressants and placebo. Our
findings were not altered by the sensitivity analyses, which varied
the risk of bias allowed for inclusion in the meta-analyses to allow
data from additional trials to be examined.

Individual patient education for low back pain

February 2010

Of the 24 studies included in this review, 14 (58%) were of high
quality. Individual patient education was compared with no
intervention in 12 studies; with non-educational interventions
in 11 studies; and with other individual educational interventions
in eight studies. Results showed that for patients with sub-acute
LBP, there is strong evidence that an individual 2.5h oral
educational session is more effective on short-term and long-
term return-to-work than no intervention. Educational interven-
tions that were less intensive were not more effective than no
intervention. Furthermore, there is strong evidence that individual
education for patients with (sub)acute LBP is as effective as non-
educational interventions on long-term pain and global improve-
ment and that for chronic patients, individual education is less
effective for back pain-specific function when compared to more
intensive interventions. Comparison of different types of individ-
ual education did not show significant differences.

Appendix B. Inter-observer and intra-observer reliability of SDM process elements, positive reinforcement of the chosen therapy,
level of autonomy and discussion of the benign course measured by Spearman’s correlation efficient and Cohen’s kappa of

dichotomised scores.

All inter-observer scores are on 32 observations. Scores were dichotomised based on a frequency closest to 50%.

INTER-OBSERVER INTRA_OBSERVER
COMMUNICATIVE ELEMENT Spearman’s Cohen’s Spearman’s Cohen’s kappa Mean per SD per observerq
correlation kappa correlationq q observerq

GP draws attention to a decision-making stage  0.63 0.65% 0.89 0.891 0.88 0.75
0.48 0.16% 0.69 0.59

equipoise 0.44 0.35% 0.21 0.29% 0.88 1.24
0.36 0.14% 0.84 114

information format 0.86 0.86% 0.90 0.89% 0.34 0.48
0.99 1.00% 0.34 0.48

lists options 0.88 0.75]| 0.99 1.000¢ 2.53 1.27
0.86 0.88]| 116 0.85

explanation of pros and cons of options 0.70 0.55 0.74 0.78% 116 0.88
0.87 0.82% 1.72 0.58

exploration of the patient’s expectations 0.70 0.781 0.60 0.59+ 172 0.58
0.27 04171 1.59 0.67

exploration of the patient’s concerns n.a. n.a. n.a. n.a. 0.00 0.00
0.00 0.00

check of patient’s understanding 0.94 0.871% 0.79 n.a. i 0.97 0.54
0.84 na. i 1.00 0.51

offering opportunities to ask questionsi 0.79 0.71% 0.92 0.887 116 0.72
0.68 0.65¢ 113 0.76

elicitation of patient’s preferred level of 0.83 0.75¢% 0.73 0.491 131 1.06
involvement* 0.91 1.001 1.53* 1.05*
indication of a decision-making stage 0.13 0.131 0.24 0.221 0.41 0.50
0.98 1.00f 0.31 0.47

indication of the need to review the decision 0.79 0.93% 0.72 0.70% 2.88 1.83
1.00 1.00% 2.28 1.84

total score* 0.92 0.6171 0.92 0.6711 14.42 4.98
0.93 0.75+t 13.42 4.86

positive reinforcement of the chosen therapy 0.39 0.18 0.80 0.80% 0.63 0.79

0.67 0.64% 0.66 0.83
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(Continued)

INTER-OBSERVER

INTRA_OBSERVER

COMMUNICATIVE ELEMENT Spearman’s Cohen'’s Spearman’s Cohen’s kappa Mean per SD per observerq
correlation kappa correlationy q observerq
level of autonomy (SDM=2) 0.67 0.59% 0.84 0.80% 119 0.82
0.81 0.77% 116 0.77
discussion of the benign course 0.89 1.00|| 0.853 0.80| 2.09 1.20
0.96 1.00|| 1.97 131

Ynumber above is IvEe and number under is Al n.a.=not applicable because of a constant (zero for both scores), * = one observation is
missing, =dichotomisation scores 0=1 and scores 1 thru 4=2, {=dichotomisation scores 0 thru 1=1 and scores 2 thru 4=2,
|| =dichotomisation scores O thru 2=1 and scores 3 thru 4=2, {{=dichotomisation scores1-13=1 and scores 14-27 =2.
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