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Background. Shared decision making (SDM) is becoming more and more important for the
patient-physician interaction. There has not been a study in Romania evaluating patients’ point of
view in the SDM process yet. Therefore, the present study aims to evaluate the psychometric
parameters of the translated Romanian version of SDM-Q-9.

Material and methods. A multicentric cross-sectional study was performed comprising eight
recruitment centers. The sample consisted of in- and outpatients who referred to Hospital Units for
treatment for atrial fibrillation or collagen diseases. Furthermore, patients who were members of
Autoimmune Disease Patient Society were able to participate via an online survey. All participants
completed the Romanian translated SDM-Q-9.

Results. Altogether, 665 questionnaires were filled in within the hospital setting (n = 324;
48.7%) and online (n = 341; 51.3%). The Romanian version had good internal consistency (Cronbach o
coefficient of 0.96.) Corrected item correlations were good ranging from 0.64 to 0.89 with low
corrected item correlations for item 1 and item 7. PCA found a one-factorial solution (similar with

previous reports) but the first item had the lowest loading.
Conclusion. SDM-Q-9 is a useful tool for evaluation and improvement in health care that was
validated in Romania and can be used in clinical setting in this country.
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INTRODUCTION

Shared decision making (SDM) is becoming
more and more important for the patient-physician
interaction. Evaluation of SDM is usually performed
using questionnaires but in the literature, there have
been described numerous methods to assess this
complex [1]. A recent systematic review aimed to
sum up all measures evaluating SDM. They are
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divided into four main categories: patient question-
naires (evaluating SDM from the patients’ point of
view), provider questionnaires (evaluating SDM
from the physician point of view, for example
SDM-Q-DOC), observer-based coding schemes
and mixed instruments that measure different per-
spectives [1]. The authors reviewed and evaluated
the quality of reporting for all available instruments
applying COSMIN (COnsensus based Standards
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for the selection of health status Measurement
INstruments) guidelines [2—4] concluding that, in
order to evaluate SDM instruments used, there is a
great need for more rigorous studies.

One patient-oriented instrument is the SDM-
Q-9 (Nine-item Shared Decision Making Question-
naire). It was first developed as 24 item score in
German [5] but then reduced to a more easy form
to administer, comprising 9-items [6, 7]. SDM-Q-9
was further translated and validated in various
languages (English [8], Spanish [9], Dutch [10] or
Hebrew-version of SDM-9 adapted for psychiatric
disorders [11]).

In Romania, there has been little research
addressing this issue. One interventional study
(randomized controlled study) evaluated the influence
of risk diagrams from decision aids on oral
anticoagulant prescribing among physicians [12].
To the best of our knowledge, there has not yet
been a study in Romania evaluating patients’ point
of view in the SDM process. Therefore, the present
study aims to evaluate the psychometric parameters
of the translated Romanian version of SDM-Q-9
and to test the reliability of this instrument to
measure shared decision making process in Romania.

MATERIAL AND METHODS

Study participants

A multicentric cross-sectional study was
performed comprising eight recruitment centers
(“Colentina” Clinical Hospital, “Cantacuzino” Clinical
Hospital, “Coltea” Clinical Hospital, Fundeni Institute,
Craiova Clinical Hospital, “Saint Spiridon” Clinical
Hospital, Iasi Rehabilitation Clinical Hospital,
“Saint Mary” Clinical Hospital). The sample for
the study were patients that referred to Hospital
Units for treatment of atrial fibrillation or collagen-
vascular diseases and they were recruited from
Cardiology, Rheumatology or Internal medicine
Units of the above-mentioned Centers. Patients
were both inpatients and out-patients, and they
were recruited between March 2017 — October
2018 and their data were processed after having
signed the informed consent. The patients in the
sample voluntarily participated in the survey. The
study was approved by the Local Ethics Committee.
Data collected was similar for each recruitment
center, the medical personnel had the same

questionnaire (translated Romanian SDM-Q-9) and
the same data form to be filled in. Participation of
all patients did not affect their subsequent treatment.
The questionnaires were filled by the participants
without time limit. Data about patients were
recorded by the physicians into the questionnaire.
All questionnaires were centralised and the data-
base was filled in by a single person (PB). Data
privacy and confidentiality was assured. A total
number of 324 questionnaires (48.7%) were filled
in using this method.

Patients who were members of the auto-
immune patient society were also able to participate
in an anonymous survey by filling in the question-
naire on a platform (Google Survey). A total
number of 341 questionnaires (51.3%) were filled
in using this method.

Instrument used

We used the SDM-Q-9 questionnaire that
measures patients’ point of view of the decision
making process after being consulted by the physician
in a clinical setting. There are nine items included
in the questionnaire [7]. Each item is scored on a
six-point Likert scale that has ranges from
(“completely disagree” to “completely agree™). The
questionnaire was translated from German to
Romanian by two native Romanian speakers fluent
in German. Each translator independently translated
the questionnaire from German to Romanian and
afterwards they met together with study coordinator
(CB) and discussed in a consensus meeting the
translation. Afterwards a professional translator
re-translated the Romanian version of the questionnaire
into German and differences were discussed with
one of the authors of the original questionnaire (IS).
The final version was presented to five clinicians
who also gave their opinion about the final form of
the questionnaire thus resulting the final version that
was administered. The translated instrument proposed
for validation is presented below (Table 1).

Demographic data

Alongside with the questionnaire the
physician filled in general data about included
patients such as age, gender, diagnosis, current
treatment and also data about the history of patient
(if he/she had treatment with anticoagulants how
long did the patient take them, his risk scores for
hemorrhage, etc.).
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Table 1
Adapted Romanian SDM-Q-9 version
Item Possible answers
Medicul meu m-a informat explicit ca Total In [mare Mai degraba | Mai degraba | Mai degraba Invmar? Total
. - . < masura g , , masurd <
trebuie luata o decizie neadevarat = neadevarat adevarat adevarat < adevarat
neadevarat adevarat
Medicul meu a vrut sa stie exact de la mine Total In}n are Mai degraba | Mai degraba | Mai degraba In [mare Total
< P . < masura g 5 5 masura <
cum doresc sa particip la decizie. neadevarat = neadevarat adevarat adevarat « adevarat
neadevarat adevarat
Medicul i- i a 1 . - . - . < I
edicul meu mi-a comunicat ¢a pentru Total n mare Mai degraba | Mai degraba | Mai degraba 0 mare Total
acuzele mele exista optiuni diferite de < masura 9 , , masura <
’ neadevarat < neadevarat adevarat adevarat < adevarat
tratament. neadevarat adevarat
Medlcgl meu mi-a expl_l catln (?lete}llu Total In [mare Mai degraba | Mai degraba | Mai degraba Invmar? Total
avantajele si dezavantajele optiunilor de < mdsurd - s s masura <
; neadevarat = neadevarat adevarat adevarat < adevarat
tratament neadevarat adevarat
Medicul meu m-a ajutat sa inteleg toate Total In}n are Mai degrabd | Mai degraba | Mai degraba In [mare Total
. - < masurd g - 5 masura <
informatiile. neadevarat = neadevarat adevarat adevarat « adevarat
’ neadevarat adevarat
. N . 1 . « . < . < I
Medicul meu m-a intrebat ce optiune de Total n mare Mai degraba | Mai degraba | Mai degraba 0 mare Total
< masura g , , masura <
tratament prefer. neadevarat < neadevarat adevarat adevarat < adevarat
neadevarat adevarat
Medicul meu si cu mine am cantarit riguros Total In [mare Mai degrabd | Mai degraba | Mai degraba In [mare Total
o L3 « masura “ b , masura <
diferitele optiuni de tratament. neadevarat = neadevarat adevarat adevarat < adevarat
’ neadevarat adevarat
Medicul meu si cu mine am selectat Total In}n are Mai degrabd | Mai degraba | Mai degraba In [mare Total
N < . < masura g 5 5 masura <
impreuna o optiune de tratament. neadevarat 9 neadevarat adevarat adevarat < adevarat
’ neadevarat adevarat
Medicul men §1 cu mine am cazut de acord Total In_m are Mai degraba | Mai degrabd | Mai degraba In [mare Total
asupra modului in care vom proceda de < masura 9 , , masura <
. neadevarat < neadevarat adevarat adevarat < adevarat
acum inainte. neadevirat adevarat
Data analysis RESULTS

Differences between continuous variables
were analyzed using non-parametric tests if the
distribution was not normal or with t-test if the
distribution was normal. Differences between ordinal
variables were analyzed using non-parametric tests
(Mann Whitney U test). Differences between nominal
variables were analyzed using chi-square tests. Internal
consistency of the scale was assessed with Cronbach’s
alpha. In order to reduce the dimension of the scale,
principal components analysis (PCA) with varimax
rotation was performed, extracting components
with Eigenvalues > 0.5. SPSS version 16 software
for Windows was used for statistical analysis.

Population sample

In this study a total number of 665 question-
naires were filled in (324 questionnaires (48.7%) in
a hospital setting and 341 online (51.3%), anony-
mous. As a particularity for the online survey,
some patients declared that they were the legal
guardian for the child that was patient with auto-
immune disease and have completed the SDM-Q-9
questionnaire as such (this is why there are some
patients that have age below 18 years in the online
survey). Table 2 summarizes the main descriptive
data of the study.

Table 2

Descriptive data about sample included

. Whole group Hospital questionnaires Online questionnaires
Variable (n = 665) (n = 324) (n = 341) P values
Age (years) 50 (5-95) 68 (18-95) 38 (5-68) p<0.001
Gender distribution (n = 659) | 437 females (66.3%) 152 females (47.8%) 285 females (83.6%) p<0.001
Disease duration (years) 6 (0-50) 9 (0.5-33) 6 (0-50) p<0.001
59 elementary school (9.2%) 52 elementary school (17.2%) | 7 elementary school (2.1%)
. _ 86 gymnasium (13.4%) 77 gymnasium (25.4%) 9 gymnasium (2.6%)
Educational level (n=644) 575 o chool (34/8%) 128 highschool (42.2%) 96 highschool (28.2%) p<0.001
275 college (42.7%) 46 college (15.2%) 229 college (67.2%)
Social status (n = 649) 435 urban (67%) 149 urban (48.4%) 286 urban (83.9%) p<0.001
388 Married (60.2%) 185 Married (60.9%) 203 (59.5%)
. _ 47 Divorced (7.3%) 15 Divorced (4.9%) 32 (9.4%)
Marital status (n = 643) 85 Widower (13.8%) 86 (28.3%) 3(0.9%) p<0.001
121 Single (18.8%) 18 (5.9%) 103 (30.2%)
. . _ 423 autoimmune diseases (64.3%) | 82 (25.9%) 341 (100%)
Diagnosis (n = 658) 235 atrial fibrillation (35.7%) 235 (74.1%) 0 (0%) p<0.001

On the third and fourth column percentages in the brackets refer as from total hospital questionnaires or online questionnaires
available. Mann-Whitney U tests were used for continuous variables and Chi-square tests for categorical variables. In Romanian Educational
system elementary School represents 1 to 4™ grade, gymnasium represents 5™ to 8" grade, Highschool represents 9™ to 12™ grade.
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Internal consistency of the questionnaire

There was a very good completion rate of
SDM-Q-9 over 98% for all items. Ceiling effect
(calculated as percent of patients that completely
agreed) ranged from 29.2-50.8% — Q1-50.8%, Q2-
34.1%, Q3-35.3%, Q4-40.2%, Q5-39.2%, Q6-29.6%,
Q7-29.2%, Q8-31.0%, Q9-45.7%. Item difficulties
(defined at the cut-off 2.5 — midpoint on 0-5 Likert
point scale) were above this threshold and ranged
between 2.7 and 3.8. Reliability analysis showed a
very high Cronbach a of 0.95 (Table 3). Corrected
item correlations were good ranging from 0.64 to
0.89. Inter-item correlation matrix is given in the
table below (Table 4).

Ceiling effect for anonymous questionnaires
ranged from 16.1% to 38.4% (Q1-38.4%, Q2-28.7%,
Q3-25.2%, Q4-30.2%, Q5-27.9%, Q6-16.1%, Q7
19.9%, Q8-19.6%, Q9-26.7%) and were lower
compared to the observed ceiling effect for question-

have been the same. We have performed a
Principal Component Analysis (PCA). First, we
have evaluated the Kaiser-Meyer-Olkin (KMO)
measure that reached 0.94 in our sample (above
0.85). Bartlett’s test of sphericity was significant
and indicated therefore that factor analysis is
appropriate in the sample (x° (36) = 6343, p <
0.001). Two components showed Eigenvalue above
0.50, explaining in total 82.18 % of variance for
SDM-Q-9 questionnaire (74.8% first component
and 7.3% second component). The rotated component
matrix is given (varimax rotation) in the table
below. As observed, Item 1 and item 2 would load
in the 2™ component while the last 7 items would
load in the 1* component (Table 5, loads over 0.50
are in bold).

Table 5
Rotated component matrix (varimax rotation)

R L. . i K Item Component 1 Component 2
naires that were administered in the clinical setting. Ql 0.24 0.91
Q2 0.56 0.68
Table 3 Q3 0.77 0.36
Reliability analvsi Q4 0.75 0.47
eliability analysis 03 060 056
Discrimination . . . Q6 0.88 0.28
Item | (corrected item-total leﬁc‘;l?’ mn C‘tronl?aflh lsta(;f Q7 0.88 0.32
correlations) completion 1tem 1S delete: Q8 0.89 0.30
Ql 0.64 3.8 0.96 Q9 0.76 042
Q2 0.81 33 0.95
Q3 0.81 3.1 0.95
82 - = 05 DISCUSSION
Q6 0.87 2.7 0.95
7 0.64 2.8 0.95 . .
88 0.89 % 0.95 In the present study, the Romanian translation
Q9 0.84 34 0.95 of SDM-Q-9 questionnaire was validated on
patients with both autoimmune diseases and atrial
Table 4 fibrillation. Until now, this is the first instrument in
Inter-Item Correlation Romanian that assesses SDM process. Also, this is
Ttem] Q1] Q2 | Q3 | Q4 | Q5] Q6 | Q7 | Q8 | Q9 the first study not only meant to psychometrically
Ql 671 | 531 | 564 | 599 | 528 | 557 | 541 | .564 test the SDM-Q-9 in Romania, but, likewise, to
8§ g;: = 691 ;g;‘ Zg? ggi ';gg ;g '222 measure SDM in Romania, since there hasn’t been
Q4 [ 564 724 | 759 203 T 751 780 748 | 729 any study on the status quo of SDM in Romamg yet.
Q5 |.599] .736 | .671 | .803 715 | 721 | 728 |.769 The process for translation and validation
Q6 |.528| 695 | .754 | 751 | 715 883 | .875 |.764 was performed using international guidelines [13].
Q7 1.5571 708 | .769 | 780 | .721 | .883 903 1.782 The Romanian version had good internal consistency
Q8 [ 541 712 | 759 | 748 | .728 | .875 | .903 809 .
Q9 [ 564] 695 | 665 | 749 | 769 | .764 | 782 | 809 (evaluated by Cronbach a coefficient that was 0.96,

Descriptive analysis of the questionnaire
answers: Factor structure

Comparing the questionnaire used in the
Hospital setting and the one being used online,
there were no differences regarding Cronbach’s
Alpha (0.92 and 0.95, respectively).

The original questionnaire in German had one
component explaining the variance and therefore
for validation of the Romanian version this should

similar with previous validation reports in the
literature (for the Spanish validation it was 0.89 [9]
or 0.94 for Hebrew adapted SDM-Q-9-psy [11]).
Corrected item correlations were good ranging
from 0.64 to 0.89 with low corrected item cor-
relations for item 1 and item 7, similar with
previous reports in the literature. For example, in
Spanish SDM-Q-9 validation, item 1 obtained the
lowest item-total correction of 0.27, but the
remaining showed values between 0.52 and 0.82
similar to those found in Romanian validation [9].
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PCA found a one-factorial solution with the
first factor showing an Eigenvalue above 1, but the
first item had the lowest loading. Similar data were

hospitals from all around the country. Additionally,
patients from all areas were recruited and they had
similar educational level and social status compared

with the rest of Romanians. Another limitation is
the fact that ratings from the hospital survey were
non-anonymous, and as such there is higher risk for
social desirability bias.

In conclusion, SDM-Q-9 is a useful tool,
validated in Romania, and can it be used in Internal
Medicine/Rheumatology setting as well in Cardiology
units. Nevertheless, this questionnaire can be used
on a larger scale in Romania in order to evaluate
the SDM process. In addition, evaluation of this
translated tool should also be performed in special
clinical settings like Oncology units where SDM is
more complex.

also reported in the literature. There seems to be an
issue with item 1, given the fact that it is less
correlated with the other items. When factors
showing Eigenvalues above 0.5 are taken into
account, a two-factorial solution is found with the
first factor comprising item 2 to 9 and second
factor with the first item. For example, the Spanish
validation found a two-factorial solution with the
second factor comprising the first item [9] and also
Dutch validation found one factor solution but item
1 and item 9 had the lowest loadings [10].

There are some limitations. Patients were
recruited both with online survey/within hospital
clinical setting and, therefore, the sample may not
be representative for the entire Romanian population.
However, being a multicentric study, it comprised

Conflict of interest disclosure: The authors confirm that there
is no conflict of interest.

Introducere. Decizia impartasita (SDM) este o problema din ce in ce mai
importanta din punctul de vedere al interactiunii dintre medic si pacient. Pdna in
present nu a fost realizat un studiu care sa evalueze punctul de vedere al
pacientilor din Romdnia in privinta SDM. Scopul studiului este de a evalua
parametrii versiunii traduse in romdnd a chestionarului de decizie impartasita
SDM-Q-9.

Materiale si metode. 4 fost realizat un studiu multicentric transversal in
8 centre din Romdnia. Pacientii recrutati au fost printe cei care s-au prezentat la
spital pentru fibrilatie atriald sau boli de colagen. In acelasi timp, pacientii din
Societatea Pacientilor cu Boli Autoimune au participat la evaluare prin completarea
datelor online §i anonim. Toti participantii au completat versiunea tradusa in
romana a SDM-Q-9.

Rezultate. Au fost completate 665 de chestionare, 324, 48.7% in spital §i
341, 51.3% online. Versiunea tradusa in limba romdnd a avut o consistenta internd
buna (coeficientul Cronbach a de 0.96). Corelatiile corectate inter-itemi au fost
bune, ele variind intre 0.64 si 0.89 cu cele mai mici valori pentru itemii 1 si 7.
Analiza factoriala a gasit o solutie unifactoriala (similar cu alte date din
literatura), insd primul item a avut cea mai mica incarcare.

Concluzii. Chestionarul de decizie impartasita SDM-Q-9 este un instrument
util care poate fi utilizat in context clinic in aceasta tara.

Correspondence to: Paul Balanescu, M.D, “Colentina” Hospital, Internal Medicine,
19-21 Stefan cel Mare Street, Bucharest Romania
E-mail: plbalanescu@gmail.com
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