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Characteristics and management of patients with idiopathic pulmonary fibrosis treated with pirfenidone capsule or tablet formulation

INTRODUCTION RESULTS

+ idiopathic pulmonary fibrosis (IPF) disease i a chronic
inflammatory progressve hung disorder by scare

* Atotal of 826 patients were recruited between 1 July 2017 and 30 June 2019.

tissue within the lung and involving activated macrophages and

alveolar epithelialcelis. !

Pirfenicone (Esbriet®) i indicated in the trestment of the IPF and i

now avaiiable in tablets instead of capsules

* This study aims to describe management of patients treated with
pirfenidone and the course of change of treatment between the
dosage formulations.

METHODS

+ This retrospective, secondary data use study collected data from
an eisting, broader cohort, the RaDiCo-PID cohort of patients who
received at least one dase of pirfenitione during the study period.

Figure 1: Study Design
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Figure 2 : Patient Flow chart of the study

+ A total of 288 patients were trested with pirferidone (83% started with
pirfenidone capsue). Among them 162 patients [56.3%) newly intiated
pirfenidone (69.8% starting with prfenidone capsule).

*» There were no meaningful differences between the baseline characteristics
(gender, age at inclusion/at diagnosis) by formulation of the 256 pts treated
with pirfenidone during the potential switch.

Table 1: Demography at inclusion - Included population, pop1 (N=28)

Treatment duration

= The duration of pirfenidone treatment was assessed within switch
population and newly treated population.

» Overall, mean treatment duration was 21.5 months (418.7) and median
(01;03) was 16.2 [6.3; 29.3) with a mean dose of 2106.7 (2460.7) me/day.

= In newly treated patients at indusion (Pop3), the mean treatment
duration was 10.3 £7.01 months.
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Time to pirfenidone discontinuation

« As shown in Figure 6, there were globally less discontinuation in the
tablets and switch groups compared with the capsules only group.

analysis

(N=162)
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+ Adverse events were reported in 112 (389%) patients and serious adverse

events were reported in 5 (4.9%) patients.
» The most frequent adverse events are shown in Table 3. All are wel

known adverse events of pirfenidone described i the Summary of the
Product Characteristics

Table 3:
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pulmonary diseases (RespiFil: Fiiire Maladies Rares des
Maladies Resgiratoires Rares) and the imolvement of French
patient assodiations.

Meain indusion rteria: The target study population indluded all
IPF patients recruited in the RaDiCo-PID cohort treated at least
once with pirferidone between 1 July 2017 and 30 June 2019.

Exdlusion criterias:  Participation in a trial invohving an anti-
fibrotic drug or an investigational drug in the IPF indication;
patients aged < 18 years

Objectives

Primary objective: to describe patients treatment with pirfenidane
and the change of treatment between the two dosage formulations
{capsulle or tablet).

y objectives: to asse: pe and describe
IPF patients (sacio-demographic and medical characteristics and
quality of lfe).

fin the switch popuiation (patients treted with pirfenidane, at least untl
April 2018], the switch rate from capsule to tablets was 45% with a 95%C
[38583; 5102). Within the newly trested popuiation (frst pirferidone
prescription after 1 July 2017), the switch rate from capsule to tablet
formulation was 36%.

The reverse switch (change from tablet to capsule formuistian) was low within
the twe populations with 3% or 5% of the population respectively [Figure 3}

Figure 3:
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Figure 5: Causes of treatment discontinuation within patients with
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» Liver function tests showed AST levels 2 3N in 41 (25.3%) and ALT levels >
3N in 42 (26%) patients, bilirubin levels were normal in 153 (94%)
patients.

NCLUSIO

* This study shows reablife data in patients with IPF treated with or
switching between the twa dosage forms of pirfenidone {capsule or
tablet].

* Among newly diagnosed patients 30% started pirfenidone treatment

in switch

56) and newly
pop3 (N=162)

+ The switch rate from capsule to tablet population was 452,

+ Half of the patients who switched formiation did it within the first 10

* The from tablet to cap ylow.

+ These observations suggest a good acceptabilty of the tablet formuistion
by patients and physicians.
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