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1. LIST OF ABBREVIATIONS
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2. RESPONSIBLE PARTIES
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2.1.1 ABSTRACT
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Name of company:

Name of finished medicinal 
product:

Name of active ingredient:

Protocol date: Study
number:

Version/Revision: Version/Revision date:

Title of study:
Rationale and 
background:
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Population:

Study Population: Aim 1

fibrosing ILD diagnosis date

o
o

pre-ILD baseline 
period

Cohort Assignment

IPF

Non-IPF ILD

Study Population: Aim 2

Oxygen therapy cohort

o
index date

No oxygen therapy cohort

o index 
date
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Milestones:

3. AMENDMENTS AND UPDATES

Number Date Section of 
study 
protocol

Amendment or 
update

Reason
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4. MILESTONES

Milestone Planned Date

5. RATIONALE AND BACKGROUND
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Figure 1. Observation and Identification Periods: Aim 1

Figure 2. Observation and Identification Periods: Aim 2
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7.2 SETTING

7.2.1 Secondary data source selection

7.2.2 Study population: Aim 1

fibrosing ILD diagnosis date

o
o

pre-ILD baseline period

Cohort Assignment

IPF

Non-IPF ILD

7.2.3 Study population: Aim 2

Oxygen therapy cohort
o

index date
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No oxygen therapy cohort
o index date

NOTE:

7.3 VARIABLES

Fibrosing ILD diagnosis date

Pre-ILD baseline period

Aim 1 follow-up period

o All-cause mortality

Index date

Pre-index baseline period

Aim 2 follow-up period

o
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7.3.1 Aim 1 Outcomes

Oxygen Therapy

o Time to oxygen therapy initiation

o Sustained oxygen therapy use

Time to sustained oxygen therapy use

Sustained oxygen therapy use within the first 12 months of follow-
up

Note:

7.3.2 Aim 2 Exposures

7.3.3 Aim 2 Outcomes

Time to disease progression
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Time to all-cause mortality

Hypoxemia

Respiratory deterioration/Acute exacerbations

o
o

o
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7.3.5 Baseline Covariates (Aim 1, Aim 2, and Further Aim)

Index year

Age

Age groups

Sex

Race/ethnicity





BOEHRINGER INGELHEIM Group of Companies
ONIS using Existing Data Protocol Page 29 of 40
Study number: <1199-0541> Document number: <insert>

Smoking

Pulmonary rehabilitation

Provider specialty

Medication use

All-cause HCRU

All-cause health care costs
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7.4 DATA SOURCES

Figure 3. Optum Data Ecosystem

Optum Market Clarity dataset
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7.6.1 Aim 1 Analysis



BOEHRINGER INGELHEIM Group of Companies
ONIS using Existing Data Protocol Page 33 of 40
Study number: <1199-0541> Document number: <insert>



BOEHRINGER INGELHEIM Group of Companies
ONIS using Existing Data Protocol Page 34 of 40
Study number: <1199-0541> Document number: <insert>



BOEHRINGER INGELHEIM Group of Companies
ONIS using Existing Data Protocol Page 35 of 40
Study number: <1199-0541> Document number: <insert>

7.7 QUALITY CONTROL/DATA QUALITY
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o
o
o
o
o
o

o

7.8 LIMITATIONS OF THE RESEARCH METHODS
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8. PROTECTION OF HUMAN SUBJECTS

8.1 STATEMENT OF CONFIDENTIALITY

9. MANAGEMENT AND REPORTING OF ADVERSE 
EVENTS/ADVERSE REACTIONS

10. PLANS FOR DISSEMINATING AND COMMUNICATING 
STUDY RESULTS

11. REFERENCES
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ANNEX 1. LIST OF STAND-ALONE DOCUMENTS

Number Document 
Reference Number

Date Title

ANNEX 2. ENCEPP CHECKLIST FOR STUDY PROTOCOLS

ANNEX 3. TABLE SHELLS

Table shells

ANNEX 4. CODE LISTS

Code lists

RX code lists
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ANNEX 4. REVIEWERS AND APPROVAL SIGNATURES

Study Title: 

Study Number: 

Protocol Version:

I herewith certify that I agree to the content of the study protocol and to all documents 
referenced in the study protocol.

: _______________

: _______________

: _______________

________ _______________________ : _______________

________ _______________________ : _______________

________ _______________________ : _______________

________ _______________________ : _______________


