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ABSTRACT

Introduction: Idiopathic pulmonary fibrosis
(IPF) is a progressive, debilitating interstitial
lung disease. Two antifibrotics, pirfenidone and
nintedanib, are available for IPF treatment. Pir-
fenidone is available as 267 mg capsules and,
more recently, as 267 mg and 801 mg tablets.
The aim of this study was to examine the
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perceived benefits of the 801 mg formulation
on patient quality of life (QoL), IPF manage-
ment and pill burden.

Methods: Forty-seven patients with IPF and 170
healthcare professionals (HCPs; 150 physicians
in France, Germany, Spain and the USA and
20 nurses in the USA) completed online ques-
tionnaires comprising 67 and 61 questions,
respectively. Eligible patients had experience
switching from the 267 mg pirfenidone tablet
or capsule formulations to the 801 mg tablet
formulation, and eligible HCPs were experi-
enced in managing this switch. Questions
included single and multiple responses and
scalar questions with responses on a 7-point
Likert scale.
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Results: Patients received the 267 mg formula-
tion for a median (range) of 6.0 (2.0-40.0)
months prior to switching to the 801 mg for-
mulation. Higher percentages of patients
reported satisfaction with the 801 mg versus the
267 mg formulation for its convenience (64 vs.
17%) and number of dosage units (70 vs. 2%).
More patients reported good emotional well-
being on the 801 mg versus the 267 mg formu-
lation (51 vs. 21%), and fewer patients reported
missing a dose of pirfenidone (21 vs. 30%).
More HCPs perceived high patient adherence
with the 801 mg versus the 267 mg formulation
(87 vs. 37%). Overall, 33% of physicians had
experienced switching patients back to the
267 mg formulation.

Conclusion: Patients and HCPs consistently
favoured the 801 mg formulation across multi-
ple domains, including convenience, patient
QoL and adherence. The 801 mg formulation
may provide an alternative to the 267 mg for-
mulation in patients established on the recom-
mended daily dose of pirfenidone.

Keywords: Antifibrotics; Idiopathic pulmonary
fibrosis; Pill burden; Pirfenidone; Quality of life;
Questionnaire

Summary Slide

Why carry out this study?

Pirfenidone is an antifibrotic approved for
the treatment of idiopathic pulmonary
fibrosis (IPF), a progressive, debilitating
interstitial lung disease with poor
prognosis and limited treatment options.

Pirfenidone was initially available as a
267 mg capsule, administered as three
capsules three times a day to achieve the
recommended maintenance dose. The
more recently available 801 mg tablet
formulation allows patients to take fewer
dosage units per day.

This survey was conducted to examine the
perceived benefits of the 801 mg
pirfenidone tablet formulation versus the
267 mg formulation to patients with IPF
and healthcare professionals involved in
the care of patients with IPF.

What was learned from the study?

Patients and healthcare professionals
perceived benefits of the 801 mg tablet
formulation versus the 267 mg
formulation across multiple domains,
including patient quality of life, pill
burden, adherence to therapy and
practical management of patients with
IPE.

The 801 mg pirfenidone tablet
formulation may provide a convenient
and valuable treatment option to patients
established on the recommended daily
maintenance dose of pirfenidone,
particularly in patients who are concerned
about pill burden.

INTRODUCTION

Idiopathic pulmonary fibrosis (IPF) is the most
common type of idiopathic interstitial lung
disease (ILD) and is associated with progressive
scarring of the lung interstitium and irreversible
loss of lung function [1]. The clinical course of
IPF is chronic, progressive and invariably fatal.
Without treatment, the 5-year survival rate
ranges from 20 to 30% [1, 2]. The combination
of a poor prognosis and a severe symptom bur-
den results in impaired quality of life (QoL),
with patients facing both the physical limita-
tions and the psychological impact of the dis-
ease [3]. Therefore, it has been suggested that
optimisation of health-related QoL should be
integrated with, and complementary to, treat-
ments targeting lung function and survival
(4, 5].

Currently, two antifibrotics, pirfenidone and
nintedanib, are approved for the treatment of
IPF [6-9]. Both drugs have been shown to sig-
nificantly reduce lung function decline versus
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placebo over 52 weeks in patients with IPF
[10, 11]. First-line treatment choice should be
determined based on factors that include
patient preference, medical history, concomi-
tant medications and lifestyle [12]. Pirfenidone
is available as 267 mg capsules and, more
recently, as 267 mg and 801 mg tablets [7, 13].
The 801 mg formulation can be administered as
one tablet three times daily, offering patients
who are established on the recommended
maintenance dose of 2403 mg/day the oppor-
tunity to reduce their pill burden compared
with the 267 mg formulation [7]. Initial evi-
dence from a qualitative study of 49 patients
with IPF suggested that the 801 mg pirfenidone
tablet was well tolerated and acceptable to
patients [14].

Here, we present the results of a question-
naire-based study of patients with IPF and
healthcare professionals (HCPs) that aimed to
examine the perceived benefits of the 801 mg
pirfenidone tablet formulation compared with
the 267 mg formulation in terms of patient
QoL, pill burden, adherence to therapy and
practical management of IPF.

METHODS

Study Design and Participants

Between February and April 2018, patients with
IPF and HCPs involved in the care of patients
with IPF (physicians and nurses) were asked to
fill in an online questionnaire that took
approximately 25 min to complete. There were
different versions of the questionnaire for
patients and HCPs, comprising 67 and 61
questions, respectively (Electronic Supplemen-
tary Material [ESM] S1). Participants were
recruited from France, Germany, Spain and the
USA. Fach questionnaire was available in
French, German, Spanish and English, with all
responses pre-coded as numbers, so translation
was not required. The questionnaires were
quantitative and designed to collect informa-
tion regarding the treatment of IPF with the
267mg and 801 mg formulations of pir-
fenidone. The online questionnaires were
developed by ELMA Research (London, UK), an

independent market research agency, on behalf
of F. Hoffmann-La Roche, Ltd. (Basel, Switzer-
land). The participants were made aware that
this study was sponsored by a pharmaceutical
company. Patients and HCPs were not paired in
order to avoid selection bias.

Patients with experience of switching from
pirfenidone 267 mg capsules or tablets (here-
after referred to as the 267 mg formulation) to
the 801 mg tablet formulation were recruited by
referral letters distributed by their physician
(ESM S1). After receiving the referral letter,
patients contacted local study recruiters by
email if they wished to participate. The physi-
cians making patient referrals were contacted
through a letter that explained the objectives of
the study (ESM S1) and were not necessarily
taking part in the survey themselves. Patients
could be included in the study if they were
aged > 18 and < 90 years, had received a con-
firmed IPF diagnosis from a qualified medical
doctor and were undergoing treatment with
pirfenidone.

Responses were collected from physicians
and nurses experienced in managing patients
switching from the pirfenidone 267 mg formu-
lation to the 801 mg tablet formulation. Physi-
cians and nurses were recruited from market
research panels and selected to cover a variety of
regional geographical areas within the respec-
tive countries.

All participants provided voluntary, written
informed consent to data collection and use
(including publication), based upon a clear
understanding of the purpose of the data col-
lection. The questionnaire was performed, and
ethical issues were addressed, following the
Code of Conduct of the European Pharmaceu-
tical Market Research Association (EphMRA)
[15]. As indicated by Article 3.4 of the EphMRA
Code of Conduct, this market research study
did not require Clinical Research Ethics Com-
mittee or Independent Review Board approval.
No patient-identifiable data were collected, and
all patients remained anonymous throughout
the study. All patients and HCPs received a
small cash incentive for participation in the
research.
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Questionnaires

A copy of each questionnaire (patient and HCP)
is provided in ESM S1. Questions included a
mixture of single and multiple responses, as
well as scalar questions which required respon-
dents to select a score on a 7-point Likert scale.
The patient questionnaire collected data on:
sociodemographic characteristics; IPF severity
and symptoms; impact of the disease on QoL;
treatment history; experience of the 267 mg
pirfenidone formulation; experience of the
switch from the 267 mg formulation to the
801 mg tablet formulation; and experience of
the 801 mg tablet regimen. The questionnaires
designed for the physicians and nurses collected
data on: medical speciality; expertise in
managing patients with IPF; patient caseload;
experience in managing patients receiving the
pirfenidone 267 mg formulation; experience in
managing the switch from the 267 mg formu-
lation to the 801 mg tablet formulation; and
experience with long-term use of the 801 mg
tablet regimen.

Data Analysis

All data are presented descriptively as mean
(standard deviation [SD]), median (range) or
percentage of valid cases. All percentages
presented for responses scored on the 7-point
Likert scales refer to the pooled total of scores of
6 and 7. No statistical comparisons were per-
formed due to the observational study design.

RESULTS

Patient Demographics

A total of 47 patients with IPF completed the
questionnaire (France, n = 7; Germany, n = 10;
Spain, n = 10; USA, n = 20); of these, 94% of
patients had received a diagnosis of IPF
> 12 months ago, with a median (range) time
since diagnosis of 33.0 (6.0-105.0) months
(Table 1). The most frequently reported symp-
toms of IPF were persistent dry cough (77%),
fatigue (77%) and shortness of breath (72%). All

(100%) patients confirmed that they were cur-
rently receiving pirfenidone. The median
(range) duration of treatment with the 267 mg
formulation prior to switching to the 801 mg
tablet formulation was 6.0 (2.0—-40.0) months.
The median (range) duration of treatment with
the 801 mg tablet formulation prior to partici-
pation in the questionnaire was 5.0 (1.0-25.0)
months. Approximately one-third (34%) of
patients were receiving oxygen therapy. Other
concomitant therapies included low-dose glu-
cocorticoids and N-acetylcysteine (Table 1).

Physician Demographics

A total of 150 physicians completed the ques-
tionnaire (France, n =35; Germany, n = 35;
Spain, n = 30; USA, n = 50; Table 2). Over 90%
of physicians in France (100%), Germany (94%)
and Spain (93%) reported specialising in respi-
ratory medicine compared with 74% in the
USA. The remainder of physicians reported
working in internal medicine with an interest in
lung disease (France 0%; Germany 6%; Spain
7%; USA 26%). Nearly all respondents were
involved in the diagnosis (97%), treatment ini-
tiation of any pharmacological therapy (97%)
and ongoing treatment management (100%) in
patients with IPF. The median (range) patient
caseload was 50.0 (11.0-450.0) patients
(Table 2). The median (range) experience of
participating physicians in prescribing and
managing antifibrotics was 50.0 (3.0-131.0)
months (Table 2).

Nurse Demographics

A total of 20 respiratory nurses completed the
questionnaire (Table 3), all of whom were based
in the USA due to lack of willing respondents in
the other participating countries (Table 3).
Approximately half (45%) of respondents were
involved in the diagnosis of patients with IPF.
Nearly all respondents were involved in treat-
ment initiation of any pharmacological therapy
(90%) and ongoing treatment management
(100%) of patients with IPF. The median (range)
patient caseload was 55.0 (15.0-300.0) patients
(Table 3). The median (range) experience
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Table 1 Demographics of patients who participated in the

survey
Patient characteristics Values (N =
patients)
Mean age, years (SD) 67.6 (8.0)
Male, 7 (%) 36 (76.6)
Country, 7 (%)
France 7 (14.9)
Germany 10 (21.3)
Spain 10 (21.3)
USA 20 (42.6)

Median time since IPF diagnosis, 33.0 (6.0-105.0)

months (range)

Median time on pirfenidone 267 mg 6.0 (2.0-40.0)
formulation prior to switch to

801 mg formulation, months (range)

Median time since initiation of 5.0 (1.0-25.0)
pirfenidone 801 mg formulation,
months (range)
Prior pirfenidone formulation, 7 (%)
267 mg capsules 30 (63.8)
267 mg tablets 17 (3622)
Concomitant treatment, 7 (%)
Oxygen 16 (34.0)
Glucocorticoids 7 (14.9)
NAC 12.1)
Nintedanib 0 (0.0)
Other 0 (0.0)
Symptom profile, # (%)
Shortness of breath 34 (72.3)
Persistent dry cough 36 (76.6)
Fatigue 36 (76.6)
Shallow breathing 8 (38.3)
Loss of appetite/weight loss 0 (21.3)
Aching joints and/or muscles 11 (23.4)
Rounded and swollen fingertips 5 (10.6)

Table 1 continued

Patient characteristics Values (N =
patients)
Other 3 (64)

IPF Idiopathic pulmonary fibrosis, NAC N-acetylcysteine,
8D standard deviation

Table 2 Demographics of physicians who participated in
the survey

Physician characteristics Values (N = 150

physicians)

Speciality, 7 (%)
Respiratory physician 133 (88.7)
Internal medicine physician 17 (11.3)

Country, 7 (%)
35 (23.3)
35 (23.3)
Spain 30 (20.0)
USA 50 (33.3)
Median IPF caseload, number of  50.0 (11.0-450.0)

patients (range)

France

Germany

Median antifibrotic patient caseload, 30.0 (10.0-200.0)

number of patients (range)

50.0 (3.0-131.0)

Median clinical experience with

antifibrotics, months (range)

IPF Idiopathic pulmonary fibrosis

reported by participating nurses of managing
patients treated with antifibrotics was 74.5
(25.0-124.0) months (Table 3). Of the respira-
tory nurses who responded, 75% reported that
they routinely joined the first conversation held
between patients and physicians regarding the
pirfenidone 801 mg tablet formulation.

Patient Experiences with the 801 mg
Pirfenidone Tablet Formulation

A higher percentage of patients were satisfied
with the convenience of the 801 mg tablet
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Table 3 Demographics of nurses who participated in the
survey

Nurse characteristics Values (N = 20

nurses)
Country, 7 (%)
France 0 (0.0)
Germany 0 (0.0)
Spain 0 (0.0)
USA 20 (100.0)

Median IPF caseload, number of

patients (range)

55.0 (15.0-300.0)

Median antifibrotic patient caseload,  42.5 (10.0-175.0)

number of patients (range)

745 (25.0-124.0)

Median clinical experience with

antifibrotics, months (range)

IPF Idiopathic pulmonary fibrosis

formulation (64 vs. 17%) and with its ease of
storage, transportation and convenience of
dosing with other concomitant therapies versus
the 267 mg formulation (Fig. 1a). In addition,
more patients were satisfied with the 801 mg
versus the 267 mg formulation in terms of
number of dosage units (70 vs. 2%), dosing

a

Fit well with other medications
Fit well with daily routine
Convenience to lifestyle®

Ease of transportation

Ease of storage

T T T T 1
0 20 40 60 80 100

% of patients satisfied

[[] 267 mg formulation

Fig. 1 Percentage of patients reporting satisfaction® with
the 267 mg capsule and tabler and 801 mg tablet
pirfenidone formulations across multiple domains: a
convenience and lifestyle, b dosing and administration.
*Percentage of patients who selected 6 or 7 on a 7-point

frequency (51 vs. 11%) and ease of swallowing
(64 vs. 26%; Fig. 1b).

Fewer patients reported missing a dose of
pirfenidone with the 801 mg tablet formulation
versus the 267 mg formulation (21 vs. 30%).
Furthermore, fewer patients treated with the
801 mg formulation considered the pirfenidone
treatment to be a practical burden versus those
treated with the 267 mg formulation (4 vs. 17%,
on a scale from “not a burden at all” to “a sig-
nificant burden”). A greater percentage of
patients treated with the 801 mg formulation
were comfortable with the notion of long-term
pirfenidone treatment versus those treated with
the 267 mg formulation (62 vs. 15%, on a scale
from “extremely uncomfortable” to “extremely
comfortable”).

With regard to QolL, following the switch to
the 801 mg tablet formulation 28% of patients
agreed that they felt less stigmatised (i.e. un-
fairly regarded as a result of their IPF) and 26%
felt more in control of their IPF symptoms (both
on a scale from “completely disagree” to “com-
pletely agree”). A greater percentage of patients
reported enjoyment of life (53 vs. 34%, on a
scale from “I was not able to enjoy life at all” to
“I was able to enjoy life to the fullest”) and good
emotional well-being (51 vs. 21%, on a scale
from “not good at all” to “very good”) while

Ease of remembering all doses

Frequency of dosing
Taste

Ease of swallowing
Size of dosage units

Number of dosage units

T T T T 1
0 20 40 60 80 100

% of patients satisfied

[l 801 mg formulation

Likert scale ranging from 0 (extremely dissatisfied) to 7
(extremely satisfied); "percentage of patients who selected 6
or 7 on a 7-point Likert scale ranging from 0 (extremely
inconvenient) to 7 (extremely convenient)
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receiving the 801 mg formulation versus the
267 mg formulation.

Physician and Nurse Experiences
with the 801 mg Pirfenidone Tablet
Formulation

A greater percentage of physicians perceived the
801 mg tablet formulation to be more conve-
nient than the 267 mg formulation, both for
themselves (45 vs. 37%) and for their patients
(40 vs. 26%; Fig. 2a). More physicians perceived
that patient treatment adherence was high with
the 801 mg formulation versus the 267 mg for-
mulation (53 vs. 33%; Fig.2b). Moreover, a
higher percentage of nurses were satistied with
the convenience of the 801 mg formulation in
terms of fit with patient daily routine (80 vs.
50%) and with pill burden versus the 267 mg
formulation (65 vs. 40%, both on a scale from
“extremely  dissatisfied” to = “extremely
satisfied”).

On a scale from “not easy at all” to “ex-
tremely easy”, 58% of physicians reported that
the experience of switching from the 267 mg
pirfenidone formulation to the 801 mg formu-
lation was easy. Patients were maintained on
the 267 mg formulation for a median (range)

a

Fit well with other medications
Fit well with daily routine
Convenience as physician®
Convenience for patients®
Ease of transportation

Ease of storage

0 20 40 60 80 100
% of physicians satisfied

[J 267 mg formulation

Fig. 2 Percentage of physicians reporting satisfaction®
with the 267 mg capsule and tablet and 801 mg tablet
pirfenidone formulations across multiple domains: a con-
venience and lifestyle, b dosing and administration.
*Percentage of physicians who selected 6 or 7 on a 7-point
Likert scale ranging from 0 (extremely dissatisfied) to 7

time of 7.2 (2.9-14.1) months prior to switching
to the 801 mg formulation. The percentage of
physicians who had ever reverted patients back
to the 267 mg formulation was 33%, of whom
72% cited tolerability as the main reason. No
data were collected on how easy HCPs perceived
it to be to reduce the dose temporarily once
patients were on the 801 mg formulation.

A higher percentage of HCPs (physicians and
nurses) were satisfied with their experience of
managing patients with the 801 mg versus the
267 mg formulation (58 vs. 44%, on a scale
from “extremely dissatisfied” to “extremely sat-
isfied”). However, the percentage of HCPs per-
ceiving treatment as a practical burden for their
patients was similar for the 801 mg and 267 mg
formulations (31 and 29%, respectively, on a
scale from “not a burden at all” to “a significant
burden”). Furthermore, a higher percentage of
HCPs (physicians and nurses) were satisfied
with the 267 mg formulation versus the 801 mg
formulation in terms of the perceived ease of
swallowing for their patients (35 vs. 25%, on a
scale from “extremely dissatisfied” to “ex-
tremely satisfied”).

Most HCPs (physicians and nurses) perceived
that the pirfenidone 801 mg tablet formulation
was able to meet the needs of their patients in

b

Perception of patient adherence®
Frequency of dosing

Taste

Ease of swallowing

Size of dosage units

Number of dosage units
I T T T T 1

0 20 40 60 80 100
% of physicians satisfied

M 801 mg formulation

(extremely satisfied); “percentage of physicians who
selected 6 or 7 on a 7-point Likert scale ranging from 0
(extremely inconvenient) to 7 (extremely convenient);
“percentage of physicians who selected 6 or 7 on a 7-point
Likert scale ranging from 0 (extremely low) to 7 (extremely

high)
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Physicians and nurses who reported that the following statements described
their experience with the pirfenidone formulation well

It provides patients with a feeling of being in control of their IPF

It provides patients with a feeling of being less stigmatised

It provides a psychological improvement to patients

It gives patients more independence in life

Nurses | It gives patients a hope for their future

l

I am more confident about patient adherence and achieved outcomes

It better meets my needs in IPF management

It makes me feel stronger in my fight against IPF

It helps me preserve my IPF patients’ way of life

It provides patients with a feeling of being in control of their IPF

|

It provides patients with a feeling of being less stigmatised

|

It provides a psychological improvement to patients

|

It gives patients more independence in life

|

Physicians | It gives patients a hope for their future

|

I am more confident about patient adherence and achieved outcomes

|

It better meets my needs in IPF management

|

It makes me feel stronger in my fight against IPF

|

It helps me preserve my IPF patients’ way of life

I I
40 60 80 100

% of HCPs

o
N
o

] 267 mg formulation M 801 mg formulation
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«Fig. 3 Physician and nurse perspectives of the impact of
the 267 mg capsule and tablet and 801 mg tablet
pirfenidone formulations on clinical practice and patient
quality of life. Healthcare professionals (HCPs; physicians
and nurses) were asked to “indicate how well the following
statements describe your experience treating/managing
IPF” on a 7-point Likert scale ranging from 0 (not well at
all) to 7 (very well). HCPs provided a separate answer for
the pirfenidone 267 mg formulation and the pirfenidone
801 mg formulation. Data are expressed as percentage of
physicians and nurses who responded with a 6 or 7 on the
Likert scale. IPF Idiopathic pulmonary fibrosis

terms of independence and treatment adher-
ence (Fig. 3).

DISCUSSION

Our results show that the 801 mg tablet for-
mulation of pirfenidone offers a number of
perceived benefits to patients with IPF com-
pared with the 267 mg capsule or tablet for-
mulation. Patients and HCPs consistently
favoured the 801 mg formulation across multi-
ple domains, including perceptions of patient
QoL, pill burden, adherence to therapy and
practical management of patients with IPF.
The 801 mg pirfenidone tablet formulation
was developed to provide an alternative to the
267 mg capsule for patients with IPF who are
established on the recommended daily mainte-
nance dose of 2403 mg/day. The two formula-
tions have been shown to be bioequivalent [13],
but it is possible that the reduced pill burden
associated with the 801 mg formulation may
have benefits in terms of adherence and QoL in
patients with IPF. Real-world evidence has
shown that patients with IPF have a high bur-
den of comorbidities and concomitant medica-
tions [16-18]; therefore, a  simplified
pirfenidone dosing regimen may help reduce
this burden. An increased number of prescribed
daily dose units of medication has been shown
to be associated with poorer adherence in
patients with a range of conditions [19-21], and
poor adherence to medications has been found
to result in reduced QoL and poorer treatment
outcomes [19]. The aim of our quantitative

questionnaire-based study was to collect patient
and HCP perspectives on the perceived benefits
of the 801 mg pirfenidone tablet formulation
versus the 267 mg formulations across various
domains, including QoL and treatment
adherence.

Results from the questionnaires indicate that
the respondents, both patients and HCPs, per-
ceived the 801 mg tablet formulation of pir-
fenidone to be more convenient than the
267 mg formulation for many reasons, includ-
ing ease of storage and transportation, conve-
nience of dosing with concomitant therapies,
number of dosage units, dosing frequency and
ease of swallowing. Similarly, a higher percent-
age of respiratory nurses were satisfied with the
801 mg formulation in terms of integration into
the daily patient routine and pill burden com-
pared with the 267 mg formulation. These
findings are consistent with results from a
recent qualitative telephone survey conducted
in 49 patients with IPF who were undergoing
the switch from the 267 mg capsule to the
801 mg tablet formulation of pirfenidone [14],
where patients reported a positive experience
with the latter as a result of the reduced number
of dosage units. Taken together, these findings
suggest that the 801 mg tablet formulation of
pirfenidone may offer a promising alternative to
patients who are established on pirfenidone
therapy and concerned about pill burden.

As highlighted above, pill burden is related
to treatment adherence [19-21]. Therefore, our
finding that fewer patients reported missing a
dose of pirfenidone with the 801 mg formula-
tion compared with the 267 mg formulation
was expected. This result was also reflected in
the HCP responses, with a greater percentage of
HCPs perceiving good treatment adherence
with the 801 mg formulation versus the 267 mg
formulation. Interestingly, the improvement in
perceived adherence with the 801 mg formula-
tion was greater among HCPs than among
patients (20 vs. 9% improvement, respectively).
Although patients and physicians were not
paired and it is possible that these differences in
adherence occurred by chance, it is also possible
that this discrepancy is related to the nature of
questionnaire-based research. Adherence was
not objectively measured in our survey, and we
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relied upon subjective reports from patients and
HCPs. Consequently, it is possible that patients
felt more comfortable admitting that they had
missed doses of their medication in the anony-
mous setting of the questionnaire and that if we
had surveyed patients during face-to-face con-
sultations, we might have found improved
adherence similar to that perceived by the
physicians we surveyed. Whether the adherence
can be improved with the 801 mg pirfenidone
tablet formulation should be explored further in
studies whose designs are more objective.

In addition to observing different percep-
tions of adherence, we also observed different
perceptions between HCPs and patients regard-
ing the practical burden of the pirfenidone
formulations and the ease of swallowing.
Whereas more patients perceived the 267 mg
pirfenidone formulation to be a practical bur-
den compared with the 801 mg formulation (17
vs. 4%, respectively), HCPs did not appear to
perceive any difference between the two for-
mulations in this regard (29 vs. 31%, respec-
tively). In addition, more patients were satisfied
with the ease of swallowing the 801 mg formu-
lation compared with the 267 mg formulation
(64 vs. 26%, respectively), whereas more HCPs
were satisfied with the ease of swallowing the
267 mg formulation compared with the 801 mg
formulation (35 vs. 25%, respectively). There-
fore, our results indicate that patients already
on therapy may feel less burdened by their IPF
treatment than their physicians perceive them
to be. This finding suggests that further research
may be required to explore both the benefits
and the burden perceived by patients treated
with the 801 mg formulation in clinical prac-
tice. Patient beliefs have been shown to influ-
ence treatment adherence in other therapy
areas [22], and a greater awareness among HCPs
for the beliefs and perceptions of patients
regarding their treatment could ultimately aid
the optimisation of patient care and maximi-
sation of uptake of both new and pre-existing
therapeutic options made available to patients.

The findings of our survey also provide
insight on the relative contributions of physi-
cians and nurses to the management of patients
with IPF. In particular, our results have high-
lighted the geographical disparities in the role

of the respiratory nurse. All of the nurse
respondents in this study were based in the
USA, where the role of the ILD specialist nurse is
well established and involves providing patient
education, helping patients to manage their
symptoms and delivery of support groups
[23, 24]. We were unable to recruit nurses
involved in the care of patients with IPF from
other countries due to a lack of possible
respondents selected by market research panels.
This is an interesting finding in itself, high-
lighting that although the European IPF Patient
Charter recommends that ILD specialist nurses
should be included in multidisciplinary teams
responsible for the care of patients with IPF [5],
this is not yet the reality in several countries.
This could be due to low overall numbers of ILD
nurses, restriction of ILD nurses to specialised
centres and funding limitations. As highlighted
by a qualitative survey of patients [25], both
physicians and nurses play a meaningful role in
the care of patients with IPF, and further efforts
must be made to integrate ILD specialist nurses
into the clinical team. These efforts are already
becoming apparent, with some countries, such
as Spain, introducing specific ILD training pro-
grammes aimed at nurses. Although these ini-
tiatives are in their early stages, it is hoped that
these targeted opportunities will demonstrate
benefits to patients with IPF in the near future.

As with all surveys, our study had some
inherent limitations. For example, selection
bias must be considered—to be switched to the
801 mg pirfenidone formulation, patients had
to be established on the recommended daily
maintenance dose of pirfenidone. Furthermore,
patients were established on the 801 mg for-
mulation for a minimum duration of 1 month
prior to participating in the questionnaire.
Therefore, patients who initiated the 801 mg
formulation and subsequently discontinued it
within a short timeframe would not have been
included in this questionnaire and so the ben-
efits of the 801 mg formulation observed in this
study might not be representative of the wider
IPF population. A further source of selection
bias stems from the fact that the responding
HCPs were those interested in participating in
the study, and nurses were only recruited from
the USA. As a result, the survey population
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sampled here may not be representative of all
HCPs managing patients with IPF around the
world. Therefore, the results may not entirely
reflect clinical management seen in routine
practice, and larger-scale global studies would
be required to confirm the results. A further
limitation is that this study only evaluated the
opinions and perceptions of patients and HCPs
and did not formally evaluate the expected
improvement in QoL following a switch from
the 267 mg to the 801 mg pirfenidone formu-
lation. Given its observational nature, our sur-
vey does not take into account every variable
that could affect perceptions and IPF manage-
ment. In addition, the physician surveys did not
collect the length of time patients had received
the 267 mg formulation before switching to the
801 mg formulation and, therefore, it was not
possible to assess whether the duration of time
initially on the 267 mg formulation had any
impact on the likelihood of switching back to
the 267 mg formulation. Related to this, per-
ceptions were not collected regarding the ease
of temporary dose reductions on either dose. It
should also be noted that the questionnaires
were designed to cover specific aspects of
interest, which limits comparability with stud-
ies using standardised questionnaires. Further-
more, participants were not provided with
definitions for terminology used in the survey,
including “stigmatised” and “involvement in
diagnosis”, which could have introduced some
bias in terms of individual interpretation of the
questions. Additionally, some of the questions
concerned past events and, therefore, recall bias
may have been introduced if respondents were
relying on memory when providing an answer.
Importantly, the study did not survey patients
treated with nintedanib, which is delivered as
one 150 mg capsule twice a day, and it is pos-
sible that the twice-daily dosing of nintedanib
would have provided further benefits over the
801 mg pirfenidone formulation. However, the
insights obtained from this study, in combina-
tion with further research, may aid a better
understanding of the complex needs of patients
with IPF and the impact of appropriate disease
management on their QoL.

CONCLUSIONS

Our survey gathered information on the per-
ceived impact of the 801 mg tablet formulation
of pirfenidone on IPF management from
patients with IPF, physicians and nurses.
Patients and HCPs perceived benefits of the
801 mg tablet formulation across multiple
domains, including perceptions of patient QoL,
pill burden, adherence to therapy and practical
management of patients with IPF. To conclude,
our results suggest that the 801 mg tablet for-
mulation may provide a convenient and valu-
able treatment option in patients established on
the recommended daily maintenance dose of
pirfenidone, in particular by providing a possi-
ble resolution for individuals who are con-
cerned about pill burden.
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