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ABSTRACT

Background: The
Courbevoie,  France)
developed to promote shared decisions and

OPTIMA®© (MSD,
questionnaire = was

the set-up of specific micro-objectives in
clinical practice by optimizing communication
between type 2 diabetes (T2DM) patients and
their physicians. The present study aimed to
assess OPTIMA in clinical practice.
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Methods: A
observational study was conducted in France
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consultation, patients completed one of the
five modules of the OPTIMA questionnaire

cross-sectional multicenter

During routine

(Physical activity, Diet, Treatment, Knowledge
of the disease or Self-monitoring of blood
glucose). The rate of SMART (specific,
measurable, acceptable, realistic, timely)
micro-objective set-up following the use of the
questionnaire was assessed. Data on how
patients felt about their diabetes management
(beliefs concerning actions, how easy they were
to do and how often they were done in practice)
were gathered. Finally, patients’ and physicians’
opinions on OPTIMA were assessed using the
PRAgmatic Content and face validity Test
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(PRAC-Test© (Mapi, Lyon, France) evaluation
questionnaire.

Results: Overall, 807 patients were included by
186 physicians. While 92.7 % of consultations
led to the set-up of a micro-objective, only
22.3 % were SMART micro-objectives: Physical
activity module (34.3 %), Diet module (9.6 %),
Treatment module (16.4 %), Knowledge of the
disease module (25.2 %), and Self-monitoring of
blood glucose module (29.5 %). Among patients
completing the Physical activity module,
79.0 % reported that they believed physical
activity was useful, 35.0 % that it was easy,
and 25.8 % that they regularly practised it.
PRAC-Test results showed that OPTIMA was a
useful and easy-to-use questionnaire that
promotes communication between physicians
and their patients according to 92.8 % of
patients and 69.4 % of physicians.

Conclusion: The OPTIMA
facilitates communication between patients
and their physicians and promotes the set-up
of  micro-objectives T2DM
management. The Physical activity module
was the most likely of the five modules in the
questionnaire to lead to the set-up of SMART

questionnaire

concerning

micro-objectives.
Funding: MSD France.

Keywords: Clinical practice; OPTIMA
questionnaire; Shared decision-making; SMART
micro-objective; Type 2 diabetes

INTRODUCTION

Regular physical activity, healthy eating, and
medications to lower blood sugar levels are vital
in the treatment and management of type 2
diabetes (T2DM) [1].
adherence to lifestyle recommendations and
medications for diabetes is a public health

mellitus Increasing

priority both economically [2] and medically
complications  [3].  Lifestyle
recommendations regarding the management

to avoid

of diabetes are primarily conveyed via the
patient’s physician (general practitioner—GP—
or diabetologist) during routine consultations.
However, current evidence reveals a lack of
quality communication between patients and
their physicians [3]. Patients with T2DM have
expressed difficulties when asking for emotional
support or for a more personalized way of
managing their diabetes [3]. One possible
reason for this may be the lack of physicians
encouraging their T2DM patients to ask
questions and to express concerns [4], perhaps
due to difficulties talking about sensitive issues
[5].

Furthermore, physicians tend to give vague
lifestyle goals during consultations [6]. Patients
may misunderstand these goals, because they
find them difficult to achieve. They may also be
uncertain of the extent to which they need to
follow their physician’s recommendations to
achieve the goals given to them [6]. Eventually,
these issues are likely to lead to a lack of patient
adherence [7]. To make these goals easier to
implement for physicians and patients, the
concept of SMART (specific, measurable,
achievable, timely)
micro-objectives has been proposed (8, 9]. The

realistic and

use of SMART micro-objectives in practice has
led to improvements in the micro-objective
writing skills of physicians [7] and patients’
perception of being well informed [10].

Over the past few years, patients have started
larger role in
decision-making, in particular, when it comes

to play a healthcare
to diabetes management [11, 12]. In parallel,
the American Diabetes Association and the
European Association for the Study of Diabetes
released a position statement recommending
that diabetes care be individualized and
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consider the needs, preferences, and tolerances
of each patient [11]. The two associations
further noted that decision-making tools may
help physicians gauge their therapeutic choices
[11]. The ability of such tools to encourage the
patients in the
decision-making process is well established,

active involvement of
especially in regard to detail-oriented tools [13,
14]. To date, however, there are no validated
tools designed to help patients with T2DM
communicate with their physician to establish
effective diabetes management plans.

The OPTIMA®© (MSD, Courbevoie, France)
questionnaire has been developed to fill this
gap. Its purpose is to enable patients to recall
personal beliefs and lifestyle behaviors, a
process which
between the patients and their physicians

“optimizes” communication
during the consultation. Patient responses to
the questionnaire are used to facilitate the
set-up of personalized and agreed-upon
SMART micro-objectives. The questionnaire is
made up of five modules, each specifically
focused on one key area in T2DM
management, either (1) physical activity, (2)
diet, (3) treatment, (4) knowledge of the disease,
or (5) self-monitoring of blood glucose.

The aim of this study was to assess the use of
the OPTIMA questionnaire in routine clinical
settings to assist physicians in identifying and
setting up appropriate SMART micro-objectives
(1) by analyzing the rate of set-up of SMART
micro-objectives following the use of different
OPTIMA modules by
consultations; (2) by analyzing data from
patients’ responses to the OPTIMA modules
compared to how patients’ beliefs about the

physicians  during

usefulness of an action, how easy they thought
it was to perform, and how often they actually
did it in their everyday lives; (3) by examining
the opinions of patients and physicians on the
use of the OPTIMA questionnaire.

METHODS

Study Design and Setting

The study was a cross-sectional multicenter
observational study conducted in France from
2012 to 2014 involving patients presenting at
their  general (GPs) and
diabetologists for a routine consultation.
Physicians who agreed to participate were
given guidance on the study as part of their

practitioners

onboarding pack. Within this pack, general

information about the study was given

including recommendations on the
administration of the OPTIMA questionnaire
and the completion of The PRAgmatic Content
and face validity Test [PRAC-Test© (Mapi, Lyon,
France)]. Each physician had to recruit five
patients consecutively over a 5-day period in
the following order: the first two patients were
to be randomly assigned to one of four OPTIMA
(either
Treatment or Knowledge of the disease). A
predefined randomization process at the
physician level was used to ensure a minimum

modules Physical activity, Diet,

of 100 patients for each of these modules. The
third patient was to be assigned to the
Self-monitoring of blood glucose module of
OPTIMA. The fourth and fifth patients could
choose which of the five OPTIMA modules they
wanted to fill out. Patients were asked to
complete the module alone in the waiting
room or the consultation room. The physician
could eventually finish the completion of the
questionnaire with the patient during the
consultation. Based on patient responses to
the module, and discussion with their
patients, physicians identified and set up a
micro-objective. Then, the physician informed
the patients about the study and invited them
to participate. Upon patient’s agreement and
after verification of patient’s eligibility, the

I\ Adis



1036

Adv Ther (2016) 33:1033-1048

physician then attributed an identification
patients and
completed the study documents including the

number to each of their
PRAC-Test evaluation form, patient medical
form, and a form on which they noted
whether they had set up a micro-objective
with their patient and if so, described the
micro-objective in depth. Patients completed
the PRAC-Test (version for patient). In case the
patient refused to participate, the physician had
to destroy all the documents completed by the
patient.

To recreate real world settings, physicians
were not given any specific guidance before the
study began on how to set up SMART
micro-objectives with their patients after the
latter had finished the OPTIMA module.

To minimize bias in the completion of the
set-up of SMART
patients were given the

questionnaire and the
micro-objectives,
module of the OPTIMA questionnaire to
complete before being informed of the study.
A scientific committee was established at the
onset of the project to provide methodological,
scientific and clinical support and expertise at
the milestones of the project. The scientific
committee included four members, two
diabetologist specialists working in clinical
methodologist in

questionnaire development and validation,

practice, one expert

and one psychiatrist.

Population

Physicians

Diabetologists and GPs were recruited from
the network of the
organization in charge of fieldwork. They
were randomly selected. Participation in the

contract research

study was voluntary, after having been
informed about the study objectives, process,
and their role.

Patients

Patients were recruited by the diabetologists and
GPs during a routine, spontaneous consultation.
T2DM patients aged 35 years or above, with
glycated hemoglobin (HbAlc) between 6.5%
and 9.5%, and who had not achieved their
HbA1lc target set-up with their physician were
eligible for study inclusion. They must have been
receiving oral hypoglycemic agents (OHAs) for at
least 1 year, without glucagon-like peptide-1
(GLP-1) analogs and without insulin.

Sample Size

The sample size was calculated to estimate the
rate of consultations ending with the set-up of a
micro-objective within a given confidence
interval (CI). Assuming a rate of between 50%
and 95%, a sample of 100 patients per module
would be needed to estimate the rate with
half-length of the CI less than or equal to 9.8%.
The type 1 error rate was set at 5%.

Also, 100 patients were assigned to the
Self-monitoring of blood glucose module to
sharpen the estimation in this particular
module, and 400 patients could freely choose
which module they wished to complete. Two
hundred physicians were targeted to recruit
these 1000 patients.

Measures

Socio-demographic, clinical and biological data
were collected for all patients from their patient
records. Basic demographic data were collected
for physicians.

OPTIMA Questionnaire

The OPTIMA questionnaire has been developed
following a robust qualitative methodology
with T2DM, GPs and
[The questionnaire has been

involving patients
diabetologists
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provided (in French) as supplementary material]
[15, 16]. The qualitative analysis identified five
well-known key areas for T2DM patients and
physicians: physical activity, diet, treatment,
knowledge of the disease and self-monitoring of
blood glucose [15, 16]. A specific module
containing between 8 and 21 items was
developed around each of these key area (Fig. 1).
Each item focused on a specific activity, for
example, ‘Moving as much as possible in the
house’. Based upon an existing framework for
patient-physician communication highlighting
the importance of ‘beliefs’ and ‘skills’ [17], each
item were designed around domains so that
patients were able to describe their ‘beliefs’
about the activity’s utility for controlling their
T2DM, how ‘easy’ they thought the activity was to
do and, where applicable, their ‘actions’ in their
day-to-day lives in relation to each activity.

PRAC-Test and Patient-adapted PRAC-Test
The PRAC-Test was used to assess physicians’
opinions about the OPTIMA questionnaire [18].

1.A. Moving as much as possible in the house is:

The PRAC-Test included 33 items that aimed to
evaluate physicians’ interest in the tool, the
limitations they thought it had, how useful
they thought it was, how long it took them to
complete, how easy it was for them to use it and
their intentions for using OPTIMA in their
clinical practice in the future.

A version of the PRAC-Test was adapted for
use with patients. It included the following
three items: (1) ‘easiness of understanding of

the questionnaire’, (2) ‘usefulness of the
questionnaire’ and (3) ‘whether the
questionnaire facilitates communication

between the patient and the physician’.

Analysis

All patients who met inclusion criteria and for
whom a completed micro-objective form was
available were included in the analysis. Patients
were divided into two analysis sets: the Imposed
OPTIMA Analysis Set (I0AS) included patients
who had been assigned the module; the Free

Very difficult for Difficult for me Neither difficult nor Easy for me Very easy for me
me easy for me
O, O, O, Os
1.B. Moving as much as possible in the house is:
Completely Useless for Neither useless Useful for Very useful for
useless for controlling my nor useful for controlling my controlling my
controlling my diabetes controlling my diabetes diabetes
diabetes diabetes
O, O, O, Os
1.C. Moving as much as possible in the house:
| never do | do rarely | do sometimes | do often | do always
O, O, O, Os

Note: Taken from the French version of the OPTIMA questionnaire. English translations for examples
only. Linguistic validation of the questionnaire has not been conducted.

Fig. 1 OPTIMA questionnaire item example (Physical activity module, item 1)
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OPTIMA Analysis Set (FOAS) included patients
who freely chose their OPTIMA module.

The scientific committee reviewed all the
micro-objectives reported by physicians to
distinguish SMART micro-objectives from
non-SMART micro-objectives.

The rate of consultations leading to the
set-up of a SMART micro-objective was
calculated by analysis set and by module, and
a two-sided 95% CI was estimated using a
normal distribution approximation. Univariate
logistic regression models were used to estimate
the odds of establishing SMART
micro-objectives  between  modules and
between analysis sets. The type 1 error rate of
statistical tests was set to 5%.

Patient data were described according to the
analysis sets and overall. Responses to the
OPTIMA described
frequencies and percentages for all positive
response options: for the ‘easiness’ domain,
positive responses were ‘easy’ or ‘very easy’; for

items  were using

the ‘beliefs’ domain, positive responses were
‘useful’ or ‘very useful’; and for the ‘actions’
domain, positive responses were ‘often’ or
‘always’.

PRAC-Test items were described for patients
and physicians, and also according to physician
specialty (GPs or diabetologists)
frequencies and percentages for all positive

using

response options.

All analyses were performed using SAS®
software, version 9.4 of the SAS System for
Windows, SAS Institute Inc., Cary, NC, USA.

RESULTS
Study Population
A total of 186 active physicians recruited 829

patients. Out of these 829 patients, 807 (97.3%)
patients met study inclusion/exclusion criteria

and had complete data for the OPTIMA
questionnaire and the micro-objective form,
and were included in the analysis. Of these
807 patients, 511 (63.3%) were assigned an
OPTIMA module, and 296 (36.7%) freely chose
their module. The proportions of patients
assigned to each OPTIMA module as well the
proportions of patients freely choosing their
module reflected the sampling design. The
proportions of patients who freely chose each
OPTIMA module were distributed unevenly,
with a higher number completing Diet
(35.8%) and Physical activity (31.4%) modules
compared to the other modules (all <15%).

The consecutive recruitment of patients over
a 5-day period for each physician proved to be
difficult for many physicians, either due to
patients’ refusal, or patients not meeting the
eligibility criteria in this timeframe. Therefore,
the recruitment period had to be extended.
However, the target sample size was still not
reached at the end of the extended inclusion
period.

Patient and Physician Characteristics

Patient socio-demographics and clinical
characteristics are described in Table 1. There
were no substantial differences between the
IOAS and the FOAS samples. Overall, patients
were representative of a T2DM population
orally treated in France. Patients were mostly
male (60.5%) with a mean age of 63.9 years. A
majority of patients (62.0%) were retired, and
30.0% were employed. The mean duration of
diabetes was Cardiovascular risk
factors were: hypertension (140/90 mmHg):
66.8%, obesity: 44.5%, and smoking: 13.6%.
The majority of patients were being treated with
either one (35.2%) or two (42.3%) OHAs and by

design, no patients were being treated with

10 years.

insulin or GLP-1 analogs. Metformin was the
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Table 1 Patient socio-demographics and clinical characteristics

Total (N = 807)

IOAS (N = 511)

FOAS (N = 296)

OPTIMA module completed (%)
Physical activity module
Diet module
Treatment module
Knowledge of the disease module
Self-monitoring of blood glucose module
Several modules
Age [mean years, (SD)]
Male (%)
Education level (%)
Vocational certificate (<CAP/BEP)
Professional certificate (>BAC)
Missing
Professional status (%)
Employed
Unemployed
Retired
Disabled
Missing
Time since diabetes diagnosis in years (%)
<5 years
5-10 years
>10 years
Time since diabetes diagnosis [mean years, (SD)]
BMI (%)
Underweight (<25)
Normal (25-30)
Obese (> 30)
Smoking status (%)
Non-smoker
Smoker

Former smoker

22.6
25.0

175

14.4

19.6

1.0

63.9 (10.4)
60.5

62.9
36.8
0.2

30.0
47
62.0
32
0.1

222
352
409
10.0 (6.8)

16.2
39.3
445

65.1
13.6
21.3

17.4

18.8

19.0

162

28.0

0.6

64.3 (10.5)
614

64.0
35.6
0.4

27.8
45
64.4
3.1
0.2

225
34.8
407
10.0 (6.8)

17.0
39.9
43.1

65.4
12.7
219

314
35.8
14.9
11.1
5.1
1.7

632 (10.1)

58.8

61.1
38.9
0.0

33.8
5.1
57.8
34
0.0

21.6
35.8
41.2
10.1

14.9
38.2
47.0

64.5
15.2
20.3
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Table 1 continued

Total (N = 807)

IOAS (N = 511)

FOAS (N = 296)

Blood pressure in mmHg (%)

>130/80 84.9 84.0 86.5

>140/90 66.8 67.3 65.9
HbAlc, [mean %, (SD)] 7.8 (0.6) 8 (0.6) 7.8 (0.6)
Total cholesterol [mean g/L, (SD)] 1.9 (0.4) 1.9 (0.4) 1.9 (0.4)
LDL [mean g/L, (SD)] 1.1 (0.4) 1.1 (0.4) 1.1 (0.3)
HDL [mean g/L, (SD)] 0.5 (0.2) 0.5 (0.2) 0.5 (0.2)
Triglycerides [mean g/L, (SD)] 1.6 (0.9) 1.6 (0.9) 1.7 (0.9)

10A4S Imposed OPTIMA Analysis Set, FOAS Free OPTIMA Analysis Set, SD standard deviation, BMI Body Mass index,
HbAlc glycated hemoglobin, LDL low-density lipoprotein, HDL high-density lipoprotein, CAP Certificat d’Aptitude

Professionnelle (Youth Training (NVQ Level 1,2), BEP Brevet d’Etudes Professionnelles (vocational high school), BAC

Baccalauréat (bachelor degree)

most prescribed drug (82.7%), followed by
sulfonylureas  (49.6%), DPP4 inhibitors
(40.4%), glinides (10.8%), and a-glucosidase
inhibitors (2.9%).

Physicians were mostly male (65.6%) with a
mean age of 53 years. The majority were GPs
(78.5%), and 16.7% were diabetologists, seeing
an average of 15 diabetic patients per week
(GPs) and 28 diabetic patients per week
(diabetologists).

Rates of SMART Micro-Obijective set-up
after using the OPTIMA Questionnaire

The rates of SMART micro-objectives set-up after
using the OPTIMA questionnaire are reported in
Table 2. Table 3 provides some examples of
SMART micro-objectives per module that were
established after OPTIMA completion. While the
vast majority of visits (92.7% with a 95% CI:
90.9-94.5) ended with the set-up of a
micro-objective, the rate of SMART
micro-objective set-up was only 22.3% overall.
The rates of SMART micro-objective set-up were
similar for the IOAS and FOAS (21.2% and

24.2%, respectively;, OR=1.19, p=0.34).
Among the patients of the FOAS and IOAS,
rates of SMART micro-objective set-up were
highest in the FOAS for the Physical activity
module (42.5% and 25.6%, respectively) and the
Self-monitoring of blood glucose module (42.9%
and 28.1%, respectively); rates were the lowest
for the Treatment module (11.4% and 18.8%,
respectively) and Diet module (10.7% and 8.4%,
respectively). Regardless of whether patients
were assigned to their module or freely chose
it, patients completing the Physical activity
module were five times more likely to establish
a SMART micro-objective with their physician
compared to those completing the Diet module
(OR=5.00, p<0.001) and about three-times
more than those completing the Treatment
module (OR = 2.63, p <0.001).

Responses to the OPTIMA Questionnaire

Median percentages of patient positive
responses to the domains of the OPTIMA
items per module are reported in Fig. 2.
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Table 2 Rate of SMART micro-objective set-up

OPTIMA module

Total (N = 807)

IOAS (N = 511) FOAS (N = 296)

n % [95% CI] n % [95% CI] n % [95% CI]
All modules 173 223 (194; 253) 104 212 (17.6; 248) 69 242 (19.2; 29.2)
Physical activity module 58 343 (27.2;415) 21 256 (162;35.1) 37 425 (32.1; 52.9)
Diet module 19 96 (55; 13.7) 8 84 (28 140) 11 107 (47; 16.6)
Trearment module 23 164 (10.3;226) 18 188 (10.9;266) 5 114 (2.0;20.7)
Knowledge of the disease module 28 252 (17.1;333) 18 228 (13.5;320) 10 313 (152; 47.3)
Self-monitoring of blood glucose module 44  29.5 (22.2; 369) 38 28.1 (20.6;357) 6 429 (16.9; 68.8)

10A4S imposed OPTIMA analysis set, FOAS free OPTIMA analysis set

Table 3 Examples of established

micro-objectives

SMART

Physical activity module
Do 30 min using the exercise bike every day
Walk for 30 min per day
Diet module
Reduce alcohol intake to two glasses per day
Reduce from 4 to 2 pastries per week
Treatment module

Know the role of your medicines and the times to take

them
Take your medicines without forgetting any
Knowledge of the disease module
Know your Hbalc level and your blood sugar target
Know your blood pressure
Self-monitoring of blood glucose module
Measure you blood sugar after lunchtime meals

Measure your blood sugar every morning for 15 days

Hbalc Glycated hemoglobin

Physical Activity Module

A large majority of patients reported positive
beliefs for all 13 activities of the Physical
activity module, ranging from 65.4% for
‘Gardening’ to 85.7% for ‘Going for walks on

foot or bicycle rides’. Indications of ‘easiness’

for these activities were less often reported,
ranging from 23.1% for ‘Doing a sports activity’
to 52.7% for ‘Moving as much as possible in the
house’. Indications of actually performing these
activities, ‘actions’, were less often reported and
ranged from 8.2% for ‘Using an exercise bike’ to
47.3% for ‘Moving as much as possible in the
house’.

Diet Module

A majority of patients indicated positive beliefs
for most activities of the Diet module, ranging
from 32.2% for ‘Accepting to eat without
pleasure’ to 95.5% for ‘Managing my diet’.
Indications of ‘easiness’ for these activities were
reported by a minority of patients, ranging from
6.9% for ‘Losing weight’ to 71.8% for ‘Reducing
alcohol with meals’. Indications of actually
performing these activities, ‘actions’, were also
infrequently reported, ranging from 21.8% for
‘Declining non recommended food for my
diabetes when 1 am invited’ to 73.8% for
‘Reducing alcohol with meals’.

Treatment Module

A large majority of patients reported positive
beliefs for most activities of the Treatment
module, 52.5% for
‘Understanding how each medicine works for

ranging from
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Beliefs mEasiness mActions

100%

90%

80%

70% +—

60% +—

50% +—

40% +—

30% +—

20% +—

10% +—

0% -
Physical Activity Diet

Treatment

Knowledge of Self-monitoring
the disease of blood glucose

Fig. 2 Median percentage of patients responding positively to domains of OPTIMA questions per module

my diabetes’ to 95.0% for ‘Taking my medicines
everyday’. Indications of ‘easiness’ for these
activities were less often reported and ranged
from 29.8% for ‘Understanding how each
medicine works for my diabetes’ to 70.2% for
‘Remembering to take
Indications of

my medicines’.
actually performing these
reported by a
majority of patients, ranging from 42.6% for
‘Finding the answers to questions I have about
my medicines’ to 93.6% for ‘Taking my

activities, ‘actions’, were

medicine every day’.

Knowledge Module

A large majority of patients reported positive
beliefs for all activities of the Knowledge
module, ranging from 57.8% for ‘Knowing my

target blood pressure’ to 97.4% for ‘Bringing
down my level of sugar in the blood'.
Indications of ‘easiness’ for these activities
were less often reported and ranged from
12.1% for ‘Bringing down my level of sugar in
the blood’ to 72.4% for ‘Knowing my blood
pressure’. ‘Actions’ were reported by 39.7% of
patients in response to the question ‘Bringing
down my level of sugar in the blood’.

Self-Monitoring of Blood Glucose Module

A large majority of patients reported positive
beliefs for all activities of the self-monitoring of
blood glucose module, ranging from 62.0% for
‘Withstanding pain when I prick my fingertip’
to 96.2% for ‘Changing my diet to correct my
high blood sugar’. Indications of ‘easiness’ for
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these activities were reported less often, ranging
from 24.7% for ‘Changing my diet to correct my
high blood sugar’ to 63.9% for ‘Withstanding
pain when I prick my fingertip’. Indications of
actually performing these activities, ‘actions’,
were also reported less often, ranging from
20.3% for ‘Increasing my physical activity to
correct my high blood sugar’ to 65.8% for
‘Withstanding pain when I prick my fingertip’.

Opinions About the OPTIMA
Questionnaire

Patients’ Opinions

The OPTIMA questionnaire was considered
‘easy to understand’ (responses ‘yes’ or ‘mostly
yes’) by a large majority of patients (91.2%); this
was similar across all modules. In decreasing
order, these were: physical activity (96.2%), diet
(92.6%), treatment (91.5%), self-monitoring of
blood glucose (89.9%), and knowledge of the
disease (81.9%).

Also, across all modules, a large majority of
patients (92.8%) responded positively in regard
to  whether the
communication with [their] physician’. In

module ‘promoted
decreasing order, these were: physical activity
(97.8%), diet (94.6%), self-monitoring of blood
glucose (91.1%), knowledge of the disease
(89.7%), and treatment (88.7%).

Last, across all modules, a large majority of
patients (88.7%) responded positively in terms
of the ‘usefulness’ of the module. In decreasing
order, these were: physical activity (95.1%), diet
(91.6%), knowledge of the disease (85.3%),
self-monitoring of blood glucose (84.8%), and
treatment (83.0%).

Physicians’ Opinions

The OPTIMA questionnaire was considered
‘easy to understand’ (responses ‘yes’ or ‘mostly
yes’) by a majority of GPs and diabetologists

(69.2% and 77.4%, respectively). A majority of
GPs and diabetologists responded positively in
regard to whether the questionnaire ‘promoted
communication with [their] patients’ (70.5%
and 67.7%, respectively). Just over half of all
GPs and diabetologists responded positively in
regard to whether the questionnaire was ‘useful’
(66.4% and 54.8%, respectively).

A majority of GPs and diabetologists
reported that the tool would be of benefit to
patients (69.9% and 67.7%, respectively) and to
physicians (54.1% and 58.1%, respectively). The
most frequently reported uses of the tool were
to ‘help or follow observance or adherence’
(71.2% of GPs and 80.6% of diabetologists) and
to ‘help adapt treatment’ (41.8% of GPs and
32.3% of diabetologists).

Intention to use the OPTIMA questionnaire
to any extent was highly reported by both GPs
(95.5%) and diabetologists (92.5%). Intention
of use for ‘a majority’ or ‘all’ of patients was
reported as 55.4% for GPs, and 23.1% for
diabetologists.

Most physicians (41.9%) reported that the
questionnaire required an additional 15-30 min
of consultation time (including explanation,
administration of the questionnaire, dialogue,
and micro-objective set-up). The remaining
physicians reported either requiring less than
15 additional minutes (33.9%) or more than 30
additional minutes (0.5%) (23.7% did not
answer this question). Physicians expressed
that the required additional time was quick
(45.2%) or not quick (26.3%) (23.1% did not
answer this question).

DISCUSSION

This study aimed to assess the use of the
OPTIMA questionnaire in routine clinical
settings as well as the set-up of SMART
micro-objectives following its use. Prior to the
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analysis, an review of all
micro-objectives by the scientific committee

ensured that clinically meaningful SMART

in-depth

micro-objectives were distinguished from
non-SMART micro-objectives. For example, a
SMART micro-objective for the Physical activity
module could be to walk for 30 min every day,
or for the Diet module to reduce alcohol intake
to two glasses per day. The rate of SMART
micro-objective set-up was 22.3% overall. This
rate of SMART micro-objective set-up was
observed without any specific training given to
physicians on the setting of SMART
micro-objectives, which explains why the rate
of SMART micro-objective set-up was much
lower than the rate of any type of
micro-objective being set up, whether SMART
or not (92.7%). In fact, the micro-objectives
recorded in the study varied considerably in
terms of their content and specificity. The
difference between the rates of any type of

micro-objective set-up and SMART
micro-objective set-up reveals a potential for
improvement on the rate of SMART
micro-objective set-up after having

administered specific training for physicians
[19]. Educational interventions for physicians
and nurses have been shown to increase the
setting of SMART collaborative goals [7, 10].

The rates of SMART micro-objective set-up
were generally higher for patients who completed
a module of their choice than for patients who
had been assigned a specific module. Although
the difference was not significant, the trends of
higher rates of SMART micro-objective set-up
among patients who choose their module may
suggest increased success when patients are able
to play an active role at an early stage of the
clinical decision-making process. The difference
between rates of SMART micro-objective set-up
was especially apparent for the Physical activity
module.

The OPTIMA questionnaire exposed specific
gaps in T2DM management in regard to key
activities that are important to patients and
physicians. These gaps were characterized by a
high report of patient beliefs that specific
activities were wuseful in controlling their
diabetes in contrast to the low reports that
these activities were easy to perform and of
actually implementing them in day-to-day life.
For example, in terms of how easy it was for
patients to perform activities, the maximum
percentage of patients reporting that an activity
was easy was never more than 72.4%. This was
the case throughout all modules. In other
words, for every activity described within the
OPTIMA questionnaire, at least 27.6% of
patients expressed that it was not easy to
perform. These reports may highlight the
presence of specific barriers that affect a large
proportion of T2DM patients and inhibit them
from performing particular activities. If this is
the case, the identification of these barriers may
lead to more effective T2DM management [20].

Report of implementing activities was low
for the majority of modules. Physical activities
appeared to be the least implemented of all with
no more than half (47.3%) of all patients
reporting often implementing any type of
physical activity. In contrast, actions reported
in the Treatment module in regard to taking
medicines were more frequently reported. These
results are consistent with a previous large study
of diabetic patients which found that patients
adhered to medications and dietary plans but
failed to adhere to exercise recommendations
[3].

The relationship between the report of
‘easiness’ and the report of actually
implementing activities suggests an interesting
tradeoff in the eyes of patients. For all the
modules except Physical activity, patients often
implemented ‘actions’ despite expressing a
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degree of difficulty. In contrast, patients in the
Physical activity module reported often not
doing tasks even if these were perceived as
relatively easy (see Fig.2). Such reports may
indicate that
through earlier stages of behavioral change
when they completed the OPTIMA Physical
activity module, as previously postulated in

patients were transitioning

the Prochaska and DiClemente’s stages of
change model [21]. The role of physicians who
exercise in informing and promoting behavioral
change is likely to be key in successfully
engaging patient motivation and involvement
[22]. Future qualitative research could look
deeper into this perceived tradeoff between
‘easiness’ and ‘actions’
implementation of healthy lifestyle behaviors.

According to the PRAC-Test, GPs and
found the OPTIMA

useful for monitoring

concerning the

diabetologists
questionnaire
compliance or adherence and for adapting
treatment. They believed that it was an easy
questionnaire to implement, that it was useful
in their clinical practice and that it promoted
communication with their patients. Patients’
opinions regarding these three aspects were
overall more positive than those of physicians.
Patient opinions were the highest toward the
Physical activity and Diet modules.

Results suggest that the Physical activity
module is the most likely module to be of
benefit to patients. First, the success of setting up
SMART micro-objectives in the Physical activity
module suggests that physicians and patients can,
together, set up meaningful goals. Second, the gap
between ‘easiness’ and ‘actions’ in the Physical
activity module suggests that this is a fruitful area
in which physicians and patients can set up
feasible SMART micro-objectives. Third, the
choice of this module by a large proportion of
patients may indicate patient demand to focus on
this area. Last, this appeared to be the most

well-received module, as indicated by the
highest percentage of patients’ reporting of
PRAC-Test.
implementation of SMART micro-objectives may

usefulness on the Successtul
not only have benefit in one specific area. It has
been suggested that because of increased patient
empowerment, patients may actively engage in
other healthy lifestyle behaviors in a virtuous
cycle of improvements [23].

The study presents some limitations. As the
study was conducted in a single country only,
the findings are likely to not be generalizable as
diabetes management, and patient attitude
might differ from one country to another.
Also, following the study design, physicians
used more than one OPTIMA module, so
physician opinions collected using the
PRAC-Test could not be differentiated by
module. Also, one could not tell from the
current study whether the rate of SMART
micro-objective set-up would have been
different without the OPTIMA questionnaire.
Finally, we acknowledge that the method of
convenience sampling may have introduced
bias in study results, but was the method
ensuring minimal additional study related
procedures into the real world setting. The
method was also adapted for physicians seeing
only a few diabetic patients, for whom it would
have been difficult to generate lists of patients
and randomize at that level.

The results of this study call for the
prioritization of promoting physical activities
for the management of T2DM. We propose that
a decision-making tool such as the OPTIMA
questionnaire be used in combination with the
establishment of SMART micro-objectives.
Evidence suggests that shared decisions lead to
adherence to
recommendations across different disease areas

increased patient

[14]. Furthermore, patients’ desire for active
involvement in their own healthcare has been
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shown to be positively associated with control
of their diabetes [24]. Future interventional
research is now needed to provide evidence
that the use of OPTIMA questionnaire increases
set-up, retention, and completion of SMART
micro-objectives and
improved health outcomes.

eventually leads to

CONCLUSION

The OPTIMA questionnaire is a useful and easy
tool that could facilitate the communication
between patients and their physicians, and
promote the set-up of micro-objectives for
T2DM management following consultations.
In particular, the Physical activity module of
the questionnaire was the most likely to lead to
the set-up of SMART micro-objectives. Patients
had high beliefs regarding the importance of
specific activities for the management of their
diabetes, yet they found activities difficult to
perform, and consequently, did not perform
them often. This was particularly the case for
patients completing the Physical activity
module. Future studies may consider giving
specific guidance to physicians on how to
formulate SMART micro-objectives to increase

the set-up of SMART micro-objectives.

ACKNOWLEDGMENTS

Sponsorship and article processing charges for
this study were funded by MSD France. The
authors would like to thank the participating
patients, physicians and trial staff who made
this research possible. The authors would also
like to thank the contributions of Juliette
(Mapi), (Mapi),
Jeremy Lambert (Mapi) and Nathalie Bénard
(MSD) who contributed toward the design of
the study and the interpretation of the results.

Meunier Benoit Arnould

This project was funded by MSD France who
commissioned Mapi. AG, AP, SC, BF and EE
conceived the study. AG, AP, SC, SD and BF
provided
throughout the research process and data
analysis. PW conducted statistical analyses and

scientific oversight and review

medical assistance. All authors
contributed to data interpretation and writing
of the manuscript. All named authors meet the
International Committee of Medical Journal
Editors (ICMJE) criteria for authorship for this
manuscript, take responsibility for the integrity

of the work as a whole, and have given final

writing

approval for the version to be published.

Disclosures. AG, AP, SC and BF were
involved in the development of the OPTIMA
questionnaire. EE and SD are employees of MSD
France, which owns the copyright of the
OPTIMA questionnaire. PW is an employee of
Mapi, the company commissioned by MSD to
conduct the project. The OPTIMA questionnaire
is protected by international copyright with all
rights reserved to Merck Sharp and Dohme. For
more information on, or permission to use the
OPTIMA questionnaire and/or its translations,
please contact Dr. Sylvie Dejager, MSD France,
Tel: 00 33 1 80 46 41 88,
sylvie.dejager@merck.com.

email:

Compliance with ethics guidelines. The
present observational study was conducted in
accordance with the Helsinki Declaration of
1975, as revised in 2000 and 2008 and in
accordance with the rules of the French Order
of Physicians
Epidemiological

and Good Practices for
Studies.  Candidates for
inclusion were provided with full written
about the study. All data
processing was carried out in compliance with

information

French Information Technology and Privacy
Law.

A\ Adis



Adv Ther (2016) 33:1033-1048

1047

Open Access. This article is distributed
under the terms of the Creative Commons
Attribution-NonCommercial 4.0 International
License (http://creativecommons.org/licenses/
by-nc/4.0/), which permits any noncommercial
use, distribution, and reproduction in any
medium, provided you give appropriate credit
to the original author(s) and the source, provide
a link to the Creative Commons license, and
indicate if changes were made.

REFERENCES

1. Centers for Disease Control and Prevention.
National diabetes statistics report: estimates of
diabetes and its burden in the United States, 2014.
Atlanta, GA2014.

2. Cramer JA. A systematic review of adherence with
medications for diabetes. Diabetes Care.
2004;27(5):1218-24.

3. Reach G, Consoli SM, Halimi S, Colas C, Duclos M,
Fontaine P, et al. The multinational second
diabetes, attitudes, wishes and needs study: results
of the French survey. Patient Preference Adher.
2015;9:289-97. d0i:10.2147/PPA.S68941.

4. Abdulhadi N, Al Shafaee M, Freudenthal S,
Ostenson CG, Wahlstrom R. Patient-provider
interaction from the perspectives of type 2
diabetes patients in Muscat, Oman: a qualitative
study. BMC Health Serv Res. 2007;7:162. doi:10.
1186/1472-6963-7-162.

5. Wermeling M, Thiele-Manjali U, Koschack ],
Lucius-Hoene G, Himmel W. Type 2 diabetes
patients’ perspectives on lifestyle counselling and
weight management in general practice: a
qualitative study. BMC Fam Pract. 2014;15(1):1-7.
doi:10.1186/1471-2296-15-97.

6. Frandsen KB, Kristensen JS. Diet and lifestyle in
type 2 diabetes: the patient’s perspective. Prac
Diabetes Int. 2002;19(3):77-80. doi:10.1002/pdi.
327.

7. Marsland E, Bowman J. An interactive education
session and follow-up support as a strategy to
improve clinicians’  goal-writing  skills: a
randomized controlled trial. J Eval Clin Prac.
2010;16(1):3-13.  doi:10.1111/j.1365-2753.2008.
01104.x.

10.

11.

12.

13.

14.

15.

16.

17.

18.

Adiseshiah M. Effective care of patients with type 2
diabetes and dyslipidemia: a nurse’s perspective.
Diabetes Res Clin Pract. 2005;68(Supplement
2):823-7. doi:10.1016/j.diabres.2005.03.017.

Locke EA, Latham GP. New directions in
goal-setting theory. Curr Dir Psychol Sci.
2006;15(5):265-8.  doi:10.1111/j.1467-8721.2006.
00449 .x.

Revello K, Fields W. An educational intervention to
increase nurse adherence in eliciting patient daily
goals. Rehabil Nursing. 2015;. doi:10.1002/rnj.201.

Inzucchi SE, Bergenstal RM, Buse JB, Diamant M,
Ferrannini E, Nauck M, et al. Management of
hyperglycemia in type 2  diabetes: a
patient-centered approach: position statement of
the American Diabetes Association (ADA) and the
European Association for the Study of Diabetes
(EASD). Diabetes Care. 2012;35(6):1364-79. doi:10.
2337/dc12-0413.

Funnell MM, Brown TL, Childs BP, Haas LB, Hosey
GM, Jensen B, et al. National standards for
diabetes self-management education. Diabetes
Care. 2011;34(Suppl 1):S89-96. doi:10.2337/dc11-
S089.

Stacey D, Legare F, Col NF, Bennett CL, Barry M]J,
Eden KB, et al. Decision aids for people facing
health treatment or screening decisions. Cochrane
Database Syst Rev. 2014;1:CD001431. doi:10.1002/
14651858.CD001431.pub4.

Blair L, Legare F. Is shared decision making a
utopian dream or an achievable goal? Patient.
2015;. doi:10.1007/s40271-015-0117-0.

Arnould B. Patient-reported outcomes and clinical
practice. From measurement instruments to
decision tools: much more than a simple change
in format. PRO Newsl. 2006;36:21-4.

Arnould B, Vigneux M, Seignobos E, Penfornis A,
Varroud-Vial M, Consoli S, et al. Conceptual
development of a patient self-assessment tool to
improve patient-clinician communication on the
daily management of type 2 diabetes. Athens:
ISPOR; 2008.

Feldman-Stewart D, Brundage MD, Tishelman C. A
conceptual framework for patient-professional
communication: an application to the cancer
context. Psycho-oncology. 2005;14(10):801-9.
doi:10.1002/pon.950 (discussion 10-1).

Bagneux V, Barnes N, Arnould B. Development of a
standardized face and content validity test to
evaluate patient questionnaires for clinical
practice. PRO Newsl. 2007;39:1-3.

I\ Adis


http://creativecommons.org/licenses/by-nc/4.0/
http://creativecommons.org/licenses/by-nc/4.0/
http://dx.doi.org/10.2147/PPA.S68941
http://dx.doi.org/10.1186/1472-6963-7-162
http://dx.doi.org/10.1186/1472-6963-7-162
http://dx.doi.org/10.1186/1471-2296-15-97
http://dx.doi.org/10.1002/pdi.327
http://dx.doi.org/10.1002/pdi.327
http://dx.doi.org/10.1111/j.1365-2753.2008.01104.x
http://dx.doi.org/10.1111/j.1365-2753.2008.01104.x
http://dx.doi.org/10.1016/j.diabres.2005.03.017
http://dx.doi.org/10.1111/j.1467-8721.2006.00449.x
http://dx.doi.org/10.1111/j.1467-8721.2006.00449.x
http://dx.doi.org/10.1002/rnj.201
http://dx.doi.org/10.2337/dc12-0413
http://dx.doi.org/10.2337/dc12-0413
http://dx.doi.org/10.2337/dc11-S089
http://dx.doi.org/10.2337/dc11-S089
http://dx.doi.org/10.1002/14651858.CD001431.pub4
http://dx.doi.org/10.1002/14651858.CD001431.pub4
http://dx.doi.org/10.1007/s40271-015-0117-0
http://dx.doi.org/10.1002/pon.950

1048

Adv Ther (2016) 33:1033-1048

19.

20.

21.

22.

Hoffmann TC, Legare F, Simmons MB, McNamara
K, McCaffery K, Trevena LJ, et al. Shared decision
making: what do clinicians need to know and why
should they bother? Med ] Aust. 2014;201(1):35-9.

Nam S, Chesla C, Stotts NA, Kroon L, Janson SL.
Barriers to diabetes management: patient and
provider factors. Diabetes Res Clin Pract.
2011;93(1):1-9. doi:10.1016/j.diabres.2011.02.002.

Prochaska JO, DiClemente CC, Norcross JC. In
search of how people change. Applications to
addictive behaviors. Am Psychol. 1992;47(9):
1102-14.

Duclos M, Dejager S, Postel-Vinay N, di Nicola S,
Quéré S, Fiquet B. Physical activity in patients with
type 2 diabetes and hypertension—insights into

23.

24.

motivations and barriers from the MOBILE study.
Vasc Health Risk Manage. 2015;11:361-71. doi:10.
2147/vhrm.s84832.

Bruckert E, Masana L, Chapman M]J, Descamps O,
Bosi E, Allaert FA. Dietary supplementation
contributes to lifestyle improvement in
hypercholesterolemic patients in real-life contexts.
Curr Med Res Opin. 2014;30(7):1309-16. doi:10.
1185/03007995.2014.890924.

Auerbach SM, Clore JN, Kiesler DJ, Orr T, Pegg PO,
Quick BG, et al. Relation of diabetic patients’
health-related control appraisals and
physician-patient  interpersonal  impacts to
patients’ metabolic control and satisfaction with
treatment. ] Behav Med. 2002;25(1):17-31.

A\ Adis


http://dx.doi.org/10.1016/j.diabres.2011.02.002
http://dx.doi.org/10.2147/vhrm.s84832
http://dx.doi.org/10.2147/vhrm.s84832
http://dx.doi.org/10.1185/03007995.2014.890924
http://dx.doi.org/10.1185/03007995.2014.890924

	Breaking Barriers to Effective Type 2 Diabetes Management: Findings from the use of the OPTIMAcopy Questionnaire in Clinical Practice
	Abstract
	Background
	Methods
	Results
	Conclusion
	Funding

	Introduction
	Methods
	Study Design and Setting
	Population
	Physicians
	Patients

	Sample Size
	Measures
	OPTIMA Questionnaire
	PRAC-Test and Patient-adapted PRAC-Test

	Analysis

	Results
	Study Population
	Patient and Physician Characteristics
	Rates of SMART Micro-Objective set-up after using the OPTIMA Questionnaire
	Responses to the OPTIMA Questionnaire
	Physical Activity Module
	Diet Module
	Treatment Module
	Knowledge Module
	Self-Monitoring of Blood Glucose Module

	Opinions About the OPTIMA Questionnaire
	Patients’ Opinions
	Physicians’ Opinions


	Discussion
	Conclusion
	Acknowledgments
	References




