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INTRODUCTION METHODS

STUDY DESIGN

e Multi-country, observational, cross-sectional study;

e Study conducted between June 2012 and October 2013;

e Data were collected by physicians during a single outpatient visit scheduled for routine follow-up of the IMID (without randomization).

Adherence to medication is essential to achieve and sustain management targets and optimal
outcomes in the treatment of patients with immune-mediated inflammatory disease (IMID);
Personal motivation to start and continue medication is a key factor in adherence to medication,
and is shown to be strongly influenced by patients’ beliefs about the necessity for treatment
and concerns about potential side effects;?

Knowledge about such beliefs and concerns in patients with IMIDs is limited thus far;

To our knowledge, ALIGN is the first multi-country cross-sectional study, to determine patients’
specific and general beliefs towards medication and their treatment adherence to selected
systemic therapies (either alone or in combination) in the treatment of 6 chronic IMIDs.

DATA COLLECTION

e From patients’ records: demographics, social and educational background, disease related data (IMID diagnosis and disease severity,
current comorbidities, prior surgery for Crohn’s disease and ulcerative colitis), and medication related data (current IMID treatment and
response, previous IMID treatment, concomitant medication other than IMID treatment);

From patient questionnaires, for assessing patient-reported outcomes: BMQ and MMAS-4 (responses to questionnaires were sealed by the

patient in an envelope to ensure privacy).

OBIJECTIVES

PRIMARY OBIJECTIVE
To describe patient’s beliefs and risk concerns in patients with chronic IMID towards their
systemic medication, i.e.:
e Tumor necrosis factor inhibitors (TNFis); or
e Conventional systemic medication such as:
e Disease modifying anti-rheumatic drugs (DMARDs);
e Nonsteroidal anti-inflammatory drugs (NSAIDs), and
e Immunomodulators (IMMs); or
e Combination of both.

INCLUSION CRITERIA

e >18 yearsold;

e Patients with an IMID (active rheumatoid arthritis [RA], ankylosing spondylitis [AS], psoriatic arthritis [PsA] Crohn’s disease [CD], ulcerative
colitis [UC], psoriasis [PS] diagnosed by a rheumatologist, gastroenterologist and dermatologist, respectively;
On current treatment with a systemic either conventional and/or biologic (TNFi) immunomodulating and/or disease-modifying drugs
according to the national label: TNFi monotherapy; TNFi combined with conventional systemic therapies: DMARDs, IMM, steroids,
NSAIDS (for AS patients only); systemic therapies: DMARDs, IMM, steroids, NSAIDS (for AS patients only).

DATA ANALYSIS
e Mean scores for the BMQ-Specific Necessity and Concerns Subscales for highly adherent patients (defined as MMAS-4 score = 4) were
determined for each individual treatment (TNFi only, conventional treatment only, and combination treatment).
e Patients were classified according to BMQ-Specific Necessity and Concerns scores:
Indifferent (if BMQ-Specific Necessity score < 3 and BMQ-Specific Concern score < 3);
Skeptical (if BMQ-Specific Necessity score < 3 and if BMQ-Specific Concern score > 3);
Accepting (if BMQ-Specific Necessity score > 3 and BMQ-Specific Concern score < 3);
Ambivalent (if BMQ-Specific Necessity score > 3 and BMQ-Specific Concern score > 3).
e Fisher’s exact test was used to compare the percentages of patients who were accepting towards their medication (TNFi only, conventional
treatment only, or combination treatment) with those of patients who were ambivalent towards their medication.

SECONDARY OBJECTIVES

e To correlate patients’ beliefs and risk concerns with disease characteristics (duration, severity,
treatment history);
To assess and describe beliefs about TNFi treatments as well as systemic treatments other
than biologics (e.g. DMARDs, NSAIDs and IMMs);
To describe self-reported adherence levels with TNFis and conventional systemic medication;
To assess the correlation of patients’ beliefs about treatments with the respective treatment
compliance levels and patient perception parameters like illness beliefs.

RESULTS
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e Group comparisons were not adjusted for Both in the overall population and in the Portuguese

confounding factors, which may difficult subpopulation:

the interpretation of results; e The largest percentage of patients was either

The results of patient reported accepting or ambivalent towards their current

outcomes may have been affected by IMID treatment;

self-presentation bias, recall bias, and The high percentage of ambivalent patients

selection bias; suggeststhe need for more effectiveinterventions,

Although the results for the Portuguese during medical visits, for addressing potential

subpopulation seem to be similar to erroneous beliefs regarding the prescribed

those for the overall population, these medication;

should not be directly compared for two The highest percentage of highly adherent

main reasons: patients was identified among those taking TNFis

e The respective sample sizes were only or combination treatment (including TNFis).
dramatically different; In the overall population:

e There may be confounding factors, e A significantly higher percentage of highly
which may difficult the interpretation adherent patents was identified among accepting
of this comparison. patients than among ambivalent patients;
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