~\ Boehringer
I"ll Ingelheim

Clinical Study Synopsis for Public Disclosure

This clinical study synopsis is provided in line with Boehringer Ingelheim’s Policy on
Transparency and Publication of Clinical Study Data.

The synopsis - which is part of the clinical study report - had been prepared in accordance with
best practice and applicable legal and regulatory requirements at the time of study completion.

The synopsis may include approved and non-approved uses, doses, formulations, treatment regimens
and/or age groups; it has not necessarily been submitted to regulatory authorities.

A synopsis is not intended to provide a comprehensive analysis of all data currently available
regarding a particular drug. More current information regarding a drug is available in the
approved labeling information which may vary from country to country..

Additional information on this study and the drug concerned may be provided upon request
based on Boehringer Ingelheim’s Policy on Transparency and Publication of Clinical Study Data.

The synopsis is supplied for informational purposes only in the interests of scientific disclosure.
It must not be used for any commercial purposes and must not be distributed, published,
modified, reused, posted in any way, or used for any other purpose without the express written
permission of Boehringer Ingelheim.



Boehringer Ingelheim
Non-Interventional Study (NIS) Report
Bl Study Number 1199-0471 c40613893-01

Proprietary confidential information © 2022 Boehringer Ingelheim International GmbH or one or more of its affiliated companies

Page 1 of 2

ABSTRACT

Name of company:

Boehringer Ingelheim

Name of finished medicinal product:

Nintedanib (Ofev)

Name of active ingredient:

Nintedanib (Ofev)

Report date:
08 November 2022

Version/Revision date:
20 December 2022

Version/Revision:
2.0

Study number:
1199-0471

Title of study:

Real-World Medication Adherence Trajectories of Nintedanib among
Idiopathic Pulmonary Fibrosis Patients

Keywords:

Nintedanib, adherence, group-based trajectory modeling, IPF

Rationale
and
background:

Medication adherence is of great importance to health care stakeholders. The
most common method to measure adherence in real-world settings is via the
proportion of days covered (PDC) in prescription drug claims databases.
However, PDC is limited by its inability to distinguish between different
patterns of adherence over time. The primary objective was to identify
adherence trajectories of nintedanib among Idiopathic Pulmonary Fibrosis
(IPF) patients. This study also assessed the association between patients’
characteristics and nintedanib adherence trajectory membership among
patients with IPF.

Study design:

This is a non-interventional, retrospective cohort study. The main outcome of
this study was adherence trajectories to nintedanib. This study used Group-
Based Trajectory Modeling (GBTM) method to identify trajectories of
adherence. Proportion of days covered (PDC) was calculated for each of 12
consecutive 30-day months based on nintedanib prescription fill dates and
days’ supply. PDC was dichotomized, with PDC >0.8 considered adherent.
A series of GBTMs of adherence was estimated to identify the best-fitting
specification. Patients were then grouped based on their estimated adherence
trajectories. Associations between baseline patient characteristics, including
demographics, comorbidities, and health care use, and group membership
probabilities were assessed by using ANOVA for interval variables and Chi-
Square test for categorical variables. Given the information available within
the database, extraction of adverse events was not feasible. Therefore,
information about adverse events is not available. No interim analysis was
conducted.

Setting:

Existing claims data

Subjects and study
size, including
dropouts:

In the 100% Medicare Part D claims data during 10/1/2014-12/31/2018,
there were 18,733 beneficiaries with at least one claim for nintedanib. This
study included community-dwelling older adults (>66 years) with IPF
diagnosis. Included patients had continuous coverage in Medicare Parts A, B
and D for one year before (baseline) and after (follow-up) initiating
nintedanib. The final analytic sample comprised 1,798 beneficiaries.
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Results: Among included population, mean age was 75.4+5.5 years. 1098 (61.1%)
were male, and 1638 (91.1%) were non-Hispanic white. The best-fitting
GBTM had five adherence trajectory groups: highly adherent, medium
adherent, gradual decliners, intermediate decliners, and rapid-decliners. Some
of patients’ characteristics (e.g., age (p-value<0.001) and sex (p-
value<0.001)) were significantly different among adherence trajectories.

Discussion: GBTM identified distinct patterns of nintedanib adherence for the IPF patient
cohort. ldentifying adherence trajectory groups and understanding the
characteristics of their members provides more actionable information to
personalize interventions than conventional metrics of medication adherence.
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