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Abstract

Introduction: A widely accepted treat-to-target strategy for rheumatoid arthritis (RA) requires the pa-
tient’s perspective in making treatment decisions. However, data on treatment preferences and
expectations of Polish patients with RA are scarce. The aim of the study was to determine the satis-
faction with treatment and the nature of therapeutic preferences and expectations of Polish patients
with moderate to severe RA.

Material and methods: Fifty-two adult Polish patients with moderately to highly active RA were asked
to complete patient-reported outcomes and patient-provided information questionnaires. Addition-
ally, patient sociodemographic and clinical data and information on patient current and planned
treatment strategies were collected.

Results: The mean global assessment of patient satisfaction with treatment was 64.1 +24.6, below
the level of indicating satisfaction. Rheumatoid arthritis negatively impacted patients’ lives, resulting
in a 37.8% impairment of work efficiency and 45% impairment of total activity. Primary treatment
expectations for patients were lasting relief of RA symptoms, reduced pain and swelling in joints,
increased flexibility of joints, and general improvement of arthritis. The most acceptable potential
side effect was weight gain and the least acceptable were increases in the risk of cardiovascular
disease, infection, and malignancies. The rapid onset of the drug effect (up to 1 week) was a prefer-
ence of 48.1% of patients. Access to internet health resources was important for 44.2% of patients,
but the median total eHealth literacy score in the study population was 24.0 (interquartile range:
20.5-28.0, range 8-37), which means low digital health literacy (DHL).

Conclusions: Understanding these treatment preferences and expectations of patients with RA is
essential for clinical practitioners to facilitate shared treatment decision-making. Digital health lit-
eracy data suggest the need of further improvement.
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Introduction

The treat-to-target (T2T) strategy is effective in re-
ducing disease activity and joint damage in patients
with rheumatoid arthritis (RA) and is currently a widely
accepted guiding principle in treating RA [1, 2].

In treat-to-target, clinicians treat patients aggres-
sively enough to achieve and maintain the defined goals
of remission or at least minimal disease activity. How-
ever, success in treating inflammation has not always
been accompanied by improved patient well-being, ac-
cording to patient-reported outcomes (PROs) [3].

The reason could be the discordance between
the needs of patients with RA and current therapy
goals pursued by healthcare providers [4-7]. Therefore,
we need to better understand patients’ unmet needs,
preferences, and expectations, which are not adequate-
ly captured in current clinical practice [6-9]. Moreover,
the current instruments for measuring disease activi-
ty and patient functioning endorsed by the American
College of Rheumatology (ACR) and European Alliance
of Associations for Rheumatology (EULAR) provide
a limited mode of interpretation [10].

Identifying patient perceptions can improve
the shared decision-making process, treatment adher-
ence, and patient satisfaction with management deci-
sions [2, 11]. It is of particular importance to empower
patients who do not achieve treatment goals or expe-
rience disease symptoms such as pain and fatigue de-
spite ongoing treatment. This plan covers a significant
population because the RA remission rate under the T2T
strategy is low in the real world [12].

To understand patient views, tools such as PROs
and patient-provided information (PPI) questionnaires
are implemented. Patient-reported outcomes denote
the impact of disease and therapy on a patient’s life
without any amendment or interpretation of the pa-
tient’s response [13, 14]. Patient-reported outcomes are
incorporated into composite indices, such as the Dis-
ease Activity Score with 28-joint count (DAS28), Clini-
cal Disease Activity Index, or Simplified Disease Activity
Index in the form of the Patient’s Global Assessment
of Disease Activity (PtGA).

However, PGA covering global health and overall dis-
ease activity does not reflect many aspects important
from the patient’s perspective, such as different out-
comes, endpoints, other attributes, and the trade-offs
that patients are willing to consider [15]. Data collected
using PROs and PPI are recognized as valid scientific ev-
idence supporting the development and authorization
of medicinal products [15-18].

Patient education is an essential determinant
of the patient’s contribution to treatment because fail-
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ure to understand the treatment strategy halts practical
cooperation between the physicians and shared thera-
peutic decision-makers [19].

Education via the Patient Support Program (PSP)
may improve the patient’s knowledge about the disease
and treatment and positively impact patient adherence
to self-care [20, 21]. The usefulness of online health re-
sources depends on the patient’s digital health literacy
(DHL), which comprises the ability to find, understand,
and use information from online resources to make
health-related decisions [22].

The study aimed to examine the satisfaction with
treatment and the nature of therapeutic preferences
and expectations of Polish patients with moderate to
severe RA. We also collected DHL data to gain insight
into patients’ ability to use health information from in-
ternet resources.

Material and methods
Study population

This report contains an analysis of Polish patients
taking part in an international research (SENSE) study,
who met the 1987-revised ACR or the 2010 ACR/EULAR
classification criteria for RA. Patients were recruited from
September 14, 2018, to May 31, 2019, in five Polish medi-
cal centers. All patients were treated with disease-modi-
fying anti-rheumatic drugs (DMARDSs) at study entry and
had suboptimal disease control according to the disease
activity indicator DAS28.

During one routine visit, patients were asked to com-
plete PRO and PPI questionnaires. Clinical data were
collected from patient medical records. Additionally,
patient sociodemographic data, information about their
comorbidities, current and planned treatment strate-
gies, and planned modalities of treatment modifications
were collected.

Measures

Patient treatment satisfaction was assessed using
the Treatment Satisfaction Questionnaire for Medica-
tion (TSQM v 1.4) [23]. This instrument contains 12 ques-
tions and provides a validated score for four subscales:
effectiveness, side effects, convenience, and global sat-
isfaction. A predefined cutoff of > 80 (out of a possible
100) on the global satisfaction subscale was used to de-
termine treatment satisfaction.

A Visual Analogue Scale (VAS) was used to self-as-
sess patient adherence to treatment, with a value > 80
as an indicator of adherence [24]. Self-assessment
of the severity of morning stiffness and pain in the last
7 days preceding the study was performed using VAS
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scores ranging from O (no stiffness or pain) to 10 (the
worst possible stiffness or pain) [24].

The impact of RA on patient quality of life was as-
sessed using the following validated PROs: the Health
Assessment Questionnaire-Disability Index (HAQ-DI) [25],
Functional Assessment of Chronic Illness Therapy-Fatigue
(FACIT-F) scale [26], 36-item Short Form Health Survey
v 2.0 [27], Physical and Mental Component Summaries
(PCS, MCS), and the Work Productivity and Activity Im-
pairment (WPAI)-RA v 2.0 [28] questionnaire.

The eHealth Literacy Scale was used to measure
a patient’s DHL. The final score is the sum of all items
ranging from 8 to 40, with higher scores reflecting
a higher level of eHealth literacy. An eHealth score of
< 26 indicates low DHL [24, 29].

Information on patient treatment preferences, expec-
tations, and needs for a PSP was collected using ques-
tionnaires developed by AbbVie as previously described
after obtaining consent to use the questionnaire [24].

Statistical analysis

Descriptive statistics were used to describe treat-
ment satisfaction, expectations, and patient preferenc-
es using the full analysis set (FAS), which included all
patients who fulfilled all inclusion criteria. Patient data
and all PROs were assessed by subgroups, which were
stratified by treatment, disease activity, and presence
of comorbidities. Detailed statistical methods are de-
scribed for the SENSE study [24].

Ethical standards

The study was conducted following the Declaration
of Helsinki. All patients provided written consent to
participate in the study and authorization to use their
health data. The Bioethics Committee at the Silesian
Medical Chamber, 49a Grazynskiego St., Katowice was
informed. As the study is non-interventional, additional
consent from the Ethics Committee were not required.

The authors obtained consent from the sponsor
of the international trial (SENSE) to distinguish and use
data of Polish RA patients included in the overall study.

Results
Patient characteristics

The SENSE study involved 1,624 patients with RA.
This report contains an analysis of 52 Polish patients
aged > 18 years. Patient socio-demographic and clin-
ical characteristics and the detailed RA medication
(DMARDs) are presented in Table .

Table I. Patient characteristics and medication for
rheumatoid arthritis
Characteristic (N =52)
Female [n (%)] 41(78.8)
Age [years], mean (SD) 54.2 (13.4)
Time since RA [years], mean (SD) 10.5 (8.2)

Presence of structural damage of joints based on X-ray
(based on X-ray data not older than 6 months) [n (%)]

Present 24 (46.2)
Absent 17 (32.7)
Assessment NA 11 (21.2)

RF status (based on values not older than 3 months from
enrolment) [n (%)]

Positive 36 (69.2)

Negative 4(7.7)

Assessment NA 12 (23.1)
Current CRP [mg/dl], median (IQR) 7.5 (2-14.9)
Current ESR [mm/h], median (IQR) 25 (18-38)
Comorbidities [n (%)]

Total 26 (50)

Cardiac disorder 21 (40.4)
Disease activity, mean (SD)

TJC28 (0-28) 8.7 (3.5)

5JC28 (0-28) 5.7 (3.1)

PtGA (VAS, 0-10 cm) 5.6 (1.9)

PhGA (VAS, 0-10 cm) 5.2 (2.0)

DAS28-CRP 5.4 (0.9)

DAS28-ESR 5.3(0.9)

CDAI (0-76) 25.1(8.8)

SDAI (0-86) 34.1(13.6)
Number of currently taken DMARDs [%]

1 519

2 44.2

3 3.8
¢sDMARD [n (%)] 50 (96.2)
bDMARD [n (%)] 21 (40.4)

bDMARD — biologic DMARD, CDAI - Clinical Disease Activity
Index, CRP — C-reactive protein, csDMARD — conventional
synthetic DMARD, DAS28—CRP — Disease Activity Score in

28 joints with C-reactive protein, DAS28—ESR — Disease Activity
Score in 28 joints with erythrocyte sedimentation rate,

DMARD - disease-modifying anti-rheumatic drug,

IQR — interquartile range, NA — not applicable, PhGA — Physician
Global Assessment, PtGA — Patient Global Assessment,

RA — rheumatoid arthritis, RF — rheumatoid factor,

SD - standard deviation, SDAI — Simple Disease Activity Index,
SJC28 — swollen joint count in 28 joints, T/C28 — tender joint
count in 28 joints, VAS — Visual Analogue Scale.

Reumatologia 2023; 61/5
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Patient rheumatoid arthritis treatment
satisfaction

Patient global satisfaction with the treatment sub-
scale score indicates general dissatisfaction (Table II).
However, 25% of patients scored above 82.1 on a global
satisfaction subscale, which indicates their satisfaction
with treatment. Detailed results of TSOM are presented
in Table II.

Impact of rheumatoid arthritis on patient
quality of life

Rheumatoid arthritis negatively affects the physical
health, mental well-being, and workability of patients
(Table 11). The median total work productivity impair-
ment assessed in the employed patients (n = 16) was
37.8%. Additionally, the entire study group experienced
a 45% impairment in total activity.

Patient digital literacy

The median total eHealth literacy score in the study
population was 24.0 (interquartile range [IQR]: 20.5—
28.0, range 8-37), which implies low DHL (Table IlI). Pa-
tient ability to access health resources on the internet

Table II. Quality of life and work productivity indicators

Patient-reported outcome n  Mean (SD)?

Patient global satisfaction with 71.4 (50.0-82.1)

the treatment, median (IQR)

and views on the usefulness of the internet in making
health decisions are documented in Table Il.

Patient treatment preferences

A significant percentage of patients preferred sub-
cutaneous (46.2%) and oral (40.4%) over intravenous
(13.5%) drug administration (Table IV).

Regarding the frequency of dosing, most patients
preferred monthly dosing for parenteral administration
(57.7%) and once-daily dosing for oral administration
(59.6%). The preferred time to the onset of drug ef-
fect was up to 1 week (48.1% of patients). Nearly half
of the patients considered that treatment requiring
a combination with another drug was acceptable once
weekly. The most acceptable potential side effect was
weight gain (42.3% of patients).

Patient need of support program

The most important aspect of a PSP for patients was
access to educational materials about RA, RA treatment,
and the PSP in general (Table V).

The least important aspects for patients were
the need to remind them about medical appointments
and medication administration, support by a personal
trainer, and digital lifestyle intervention.

Discussion

The results of our study indicate that moderately to
highly active RA exerts a significant impact on patients’

FACIT-F — Functional Assessment of Chronic lllness Therapy-Fati-
gue, HAQ-DI — Health Assessment Questionnaire-Disability Index,
IQR — interquartile range, MCS — Mental Component Summatry,
PCS — Physical Component Summatry, SD — standard deviation,
SF-36 — 36-item Short Form Health Survey, WPAI-RA — Work Pro-
ductivity and Activity Impairment-Rheumatoid Arthritis, “Unless
otherwise stated, "Employed patients only.
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Worst joint pain (0-10) 52 5.6(2.4)
Severity of morning stiffness (0-10) 52 4.8 (2.4) . o
.y .g - Table IlIl. Patient digital literacy

Duration of morning stiffness, 50 13(0.1-6.5)

hours, median (range) Total eHealth Literacy score, median 24.0 (20.5-28.0)

HAQ-DI score (0-3) 52 1.0(0.8) (IQR) n %

FACIT-F score (0-52) 52 28.1(115) Importance to be able to access health resources on

SF-36 PCS (0-100) 52 37.0(6.4) the internet question score

SF-36 MCS (0-100) 52 438 (114) Not important at all 3 5.8

WPAI-RA scores, %, median (range) Not important 10 19.2
Presenteeism® 16 30.0 (0.0-90.0) Unsure 16 308
Absenteeism® 17 0.0 (0.0-100.0) Important 21 404
Total work productivity 16 37.8(0.0-98.9) Very important 2 38
impairment Usefulness of internet in helping patients make decisions
Total activity impairment score 52 45.0 (0.0-90,0) | | @bout their own health question score

Not useful at all 5 9.6
Not useful 7 13.5
Unsure 23 442
Useful 15 28.8
Very useful 2 3.8

IQR — interquartile range.
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Table IV. Patient treatment preferences

Variable n %
Preferred route of administration
Parenteral: intravenous 7 13.5
Parenteral: subcutaneous 24 462
Oral 21 404
Preferred frequency for parenteral administration
Biweekly 14 269
Monthly 30 577
3-monthly 3 5.8
6-monthly 5 9.6
Preferred frequency for oral administration
Twice daily 3 5.8
Once daily 31 596
Once weekly 18 346
Preferred time until the effect of onset
Up to 1 week 25 481
Up to 2 weeks 16 308
Up to 1 month 8 15.4
Up to 3 months 3 5.8
Preference of drug combinations used for RA patient
Drug combination is not preferred 6 11.5
Treatment with daily combination is 20 385
acceptable
Treatment with combination of another 26 500
drug once weekly is acceptable
Most acceptable potential side effect of RA medication
Higher risks of infections 0 0.0
Allergic reaction 4 7.7
Deterioration of laboratory values 4 7.7
Increased risk of malignancies 1 1.9
Weight gain 22 423
Hair thinning or loss 4 7.7
Skin symptoms 7 13.5
Effect on fertility 10  19.2
Higher risk of cardiovascular disease 0 0.0

RA — rheumatoid arthritis.

lives. Study patients had high healthcare utilization re-
flected by frequent visits to professionals or hospital-
ization due to RA. They experienced significant work
productivity impairment, and a high percentage of them
(40.4%) retired early because of RA.

In addition, patient treatment satisfaction was low,
which is consistent with the observations from numer-
ous country-level and global studies which also show that

patient treatment satisfaction is low, despite the widely
accepted recommendations for implementing the T2T
strategy, especially in poorly controlled RA [30, 31].

Patient treatment satisfaction has been found to be
positively associated with biologic/targeted synthetic
DMARD (b/tsDMARD) application and improved RA ac-
tivity or physical function [31, 32].

In our study, only 40.4% of patients were treated with
bDMARDs. Our patients did not receive tsDMARDs due to
the lack of this treatment universal access within the study
timeframe in Poland. It is worth mentioning that other fac-
tors not considered in this study, such as depression, could
also have an impact on patient treatment satisfaction [33].

In line with the T2T approach, treatment plans should
be adjusted if the treatment goals (i.e., remission or low
disease activity) remain unachieved. Our study found
that although patients had moderate or high disease
activity, 51.9% of them were treated with DMARD mono-
therapy, mainly with conventional synthetic DMARDs
(csDMARDs; 48.1%).

In addition, only 48.1% of patients were scheduled
to switch to another DMARD (72% to bDMARD and 28%
to csDMARD). These observations indicate a delay in
making treatment modifications. A recent study found
that sub-optimal treatment decisions may be common
despite moderate to severe RA activity [34].

The lack of treatment intensification may be related
to various factors, including the individual preferences
of the patient or physician (e.g., comorbidities, clinical
inertia), as well as the national healthcare organization
and economic regulations [35, 36].

Our analyses have shown that patient treatment
preferences were subcutaneous and oral over intrave-
nous drug administration, monthly administration in
the case of the parenteral route, or a daily single oral
administration. The percentage of patients with RA who
preferred oral administration of the drug was lower
(40.4%) than those in other national (56.4%) [14], (64%)
[36] or international (60.7%) [24] studies.

However, this result should be considered in the con-
text of the lack of opportunity to benefit from the effects
of oral Janus kinase inhibitors, which could have impact-
ed the therapeutic preferences of study patients.

It was reported that concerns about adverse effects
may influence patient treatment decisions [37]. There-
fore, we asked our patients about the most and least
acceptable side effects of RA therapy. We found that
the most accepted side effect for patients was weight
gain, and the least accepted side effects were increases
in the risk of cardiovascular disease, infection, and ma-
lignancies. Our patient preference profile for RA treat-
ment-related adverse events is consistent with previous-
ly published observations [37].

Reumatologia 2023; 61/5
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Table V. Patient need of Patient Support Program

Requirement Mean SD Min Median Max
Educational materials about RA 4.9 1.8 1.0 5.0 7.0
Educational materials about RA therapy 4.8 2.0 1.0 5.0 7.0
PSP in general 4.3 1.9 1.0 4.0 7.0
Educational materials about handling RA 33 2.1 1.0 4.0 7.0
Information about handling RA 3.1 2.0 1.0 3.5 7.0
A call center/hotline 2.9 1.9 1.0 35 7.0
An information issue regarding PSP 2.9 2.1 1.0 2.0 7.0
An informative website for PSP 2.8 2.1 1.0 1.5 7.0
Mental or emotional support 2.7 2.2 1.0 1.0 7.0
E-mail assistance during PSP 2.6 2.0 1.0 1.0 7.0
A social media communication channel related to PSP 2.5 1.8 1.0 1.0 6.0
Nursing service 23 1.6 1.0 1.5 6.0
A smartphone application related to PSP 23 1.9 1.0 1.0 7.0
Digital lifestyle intervention 2.2 1.6 1.0 1.0 6.0
Medication administration reminders 21 1.8 1.0 1.0 7.0
Personalized care guidance 2.1 1.7 1.0 1.0 6.0
Doctor appointment reminders 2.0 1.9 1.0 1.0 7.0

Max — maximum, Min — minimum, PSP — Patient Support Program, RA — rheumatoid arthritis, SD — standard deviation.

The patients wish to access educational materials
on RA, RA treatment, and the patient support program,
but without the need of a personal coach or digital life-
style interventions — contradictory to the notion of digi-
tization advancement in rheumatology [38].

A significant proportion of patients were unsure
of the usefulness and importance of online health re-
sources or were undecided in evaluating the aspects
of their DHL (> 70% of patients showed low DHL), which
is consistent with a previous report that showed that
many patients with RA have insufficient skills to use in-
ternet health resources effectively [22].

The presence of elderly patients in our study might
have influenced the level of digital literacy calculated for
the entire cohort, as a negative correlation between DHL
and the age of the respondents [39].

Study limitations

The limitations of our study should be acknowl-
edged. Patient-reported outcome questionnaires may
be prone to assessment bias. The patient-provided in-
formation evaluation did not assess the degree of pa-
tient preferences. Additionally, because we selected pa-
tients on the basis of their willingness to participate in
the study, this study group may have had a more cooper-
ative approach in contact with the physician compared
to the general population of patients with RA.

Reumatologia 2023; 61/5

However, although the study cohort was small, this
investigation was part of an extensive international
project (SENSE study), which involved 1,624 patients.

Conclusions

We provided data on preferences, expectations, and
treatment satisfaction, along with broad socio-demo-
graphic and clinical characteristics of Polish patients
with moderate or severe RA.

The results of this research were consistent with
the study of a larger group of patients enrolled in the in-
ternational SENSE trial, which included patients from
different geographic conditions.

The results of this study should be of particular im-
portance in clinical practice because they may influence
treatment decisions and help adjust therapy in patients
with sub-optimal control of RA. Consequently, it may
improve the working life of patients and limit the utili-
zation of healthcare resources. The study also provided
unique DHL data of Polish patients with RA and advocat-
ed a necessary improvement.
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