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LIST OF ABBREVIATIONS AND DEFINITION OF TERMS

Abbreviation or Explanation
special term

ACE Asthma Clinic Experience Questionnaire
cc. |

AE Adverse event

AIRQ™ Asthma Impairment and Risk Questionnaire

CFR Code of Federal Regulations

CI Confidence interval

CRF Case Report Form

ePRO Electronic patient-reported outcome

ED Emergency department

FDA Food and Drug Administration

FQHC Federally qualified health care

GCP Good Clinical Practice

GINA Global Initiative for Asthma

HCP Healthcare practitioner

HIPAA Health Insurance Portability and Accountability Act

HRQOL Health-related quality of life

ICH International Council for Harmonisation

ID Identification

IEC Independent ethics committee

IRB Institutional review board

NAEPP National Asthma Education and Prevention Program

OCR Optical character recognition

OCS Oral corticosteroids

CCl g ccr |

PCP Primary care provider

ROC Receiver operating characteristic

SD Standard deviation

SOP Standard operating procedure

SUA Severe uncontrolled asthma

usS United States
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PROTOCOL SYNOPSIS

Implementation of the US PRECISION AIRQ™, the Asthma Checklist, and
Educational Resources (PRECISION Program) into Clinical Practice using Telehealth
and In-Person Platforms

Background/Rationale: The AstraZeneca US PRECISION initiative formed an advisor
network of scientific and clinical experts and healthcare practitioners (HCP) to develop a
point-of-care tool—the Asthma Impairment and Risk Questionnaire™ (AIRQ™)—for the
identification of patients at risk for adverse outcomes from uncontrolled asthma. To date, the
AIRQ™ has been qualitatively evaluated among patients in an interview setting to ensure that
it is understandable and easy to complete and the feasibility of implementing the AIRQ™ into
a variety of clinical practices (i.e. allergy, pulmonary and primary care) was evaluated in a
pilot program that was well-received by patients and demonstrated the ease of use by clinical
staff. A cross-sectional validation study was conducted that demonstrated the validity of the
AIRQ™ relative to a composite of Asthma Control Test™ (ACT™) score plus medical-
record documented prior-year exacerbations to derive the final AIRQ™ items, scoring and cut
points for levels of asthma control (Murphy et al. 2020). The final AIRQ™ consists of 10
yes/no items with the total score used to identify patients at risk for poor asthma outcomes.

This study aims to evaluate the implementation of the AIRQ™, Asthma Checklist, and
educational resources (PRECISION program) in clinical practice using telehealth and in-
person platforms.

Objectives and Hypotheses:
The primary objective of this study is:

1. To assess the process (ease of use and challenges to HCPs and patients) and potential
benefits (ability to capture and take action to remediate previously unrecognized
morbidity) of implementing the AIRQ™, Asthma Checklist, and educational
resources (PRECISION program) into clinical practice during telehealth and in-person
visits.

The secondary objectives of this study are:

1. To assess asthma patients’ clinic visit experiences when the AIRQ™, the Asthma
Checklist, and educational resources (PRECISION program) are utilized as part of a
telehealth or in-person visit with their HCP;
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2. To explore change in AIRQ™ scores from the initial visit to follow-up visit(s) (when
available).

The following are exploratory objectives:

I H

This study is descriptive and there will be no formal hypothesis testing for the primary
objective.

Methods:

Study design: This community program intervention study will examine the process of
integrating the AIRQ™, Asthma Checklist, and educational resources (PRECISION program)
into clinical practice using either in-person or telehealth visits. Providers use of patients’
responses to the AIRQ™, Asthma Checklist, and educational resources to guide treatment and
asthma work-up and management also will be examined. The study duration is 12-months,
with study enrollment lasting nine (9) months for each site (implementation stage), and an
additional three (3) months of follow-up to assess the sustainability of using the PRECISION
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program in clinical practice (sustainability stage). The nine-month implementation stage will
allow for the recruitment of approximately 50 patients at each site for an initial study visit,
plus the potential for follow-up visit(s). The three-month sustainability stage will allow for
sites to continue to implement the PRECISION program in their clinical practice and for sites
to describe any continued benefits of using the PRECISION program at their site.

Approximately fifteen (15) to twenty (20) clinical sites will be recruited to participate in this
study, categorized into the following three practice clusters: (1) primary care site (e.g., private
practice, FQHC; (2) specialty care site (pulmonary, asthma/immunology); and (3) novel sites
(e.g., pharmacy, nurse practitioners, nurse educators, prescribers and Non-prescribers,
telehealth component of Allergy and Asthma Network). While all sites will be able to conduct
both in-person and telehealth visits, sites will aim to conduct a minimum of approximately
25% of their initial patient visit using a telehealth platform. Both platforms (in-person and
telehealth) can be used for the follow-up visit(s) for all practice types.

During the clinic visit (telehealth or in-person), HCPs will assess the patients’ responses to the
AIRQ™ questions, discuss the results with the patient, and use the Assess component of the
Asthma Checklist (as appropriate per HCP judgment). Before completing the initial study
visit, patients will be asked if they would be willing to complete additional questions and, for
those who agree, sites will send them an electronic survey link (via YouGov) which will
include the following questionnaires: the Asthma Clinic Experience (ACE) Questionnaire,
and a Patient
Sociodemographics Questionnaire. If a follow-up visit (telehealth or in-person) is conducted
during the follow-up period, the clinical site will administer the AIRQ™ 3-month recall
version (regardless of timing of follow-up visit). Sites/HCPs will complete a Clinical Case
Report Form (CRF) after the initial visit and after the follow-up visit (if conducted) for each
participant. It should be noted that for all visits (initial and follow up), HCPs will be required
to review the Assess component of the Asthma Checklist and provide their responses on the
CRF; the Adjust and Review components of the Asthma Checklist will be available, along
with the other PRECISION resources, on the study website as well, but will not be mandatory

to complet- S

Additionally, Evidera will host a 30-minute conference call with each clinical site for up to
four (4) time points (touchpoints) to discuss the implementation of PRECISION tools (i.e.,
frequency of visits to and the number of PDF views from study website), assess whether sites
are meeting their targets for using the telehealth platform, address site questions, and discuss
any challenges of implementing the PRECISION program. These meetings will take place at
Months 1, 2, 3 (optional), and 6 and will also be used to identify any sites that may benefit
from participating in a re-training session. The optional Month 3 touchpoint will be based on
whether the site is having any difficulties with the study.

Study Population: Clinic staff will invite patients age >13 years with HCP-confirmed asthma
diagnosis who are presenting for a clinic visit (telehealth or in-person) to complete the
AIRQ™ and participant questionnaires. Each site will aim to recruit approximately 50 patients
with a total sample size ranging from approximately 750 to 1,500 patients.
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Inclusions Criteria:

Patients must meet all of the following criteria to be eligible for enrollment:

1. > 13 years of age at the time of enrollment
. Prior diagnosis of HCP confirmed asthma
3. Able to read, understand, and speak English or Spanish sufficiently to self-
complete or be administered the AIRQ™ via telephone, desktop computer, or
mobile device (e.g., smartphone, iPad)
4. Provide consent (adults/parents/guardians) and assent (age 13-17 years) to
participate in the study

Exclusion Criteria:

Patients meeting any of the following criteria will not be included in the study:

1. Current diagnosis of active COPD or any lower respiratory diagnosis other than
asthma.

2. Has a cognitive impairment, hearing difficulty, acute psychopathology, medical
condition, or insufficient knowledge of the English or Spanish language that, in
the opinion of the investigator, would interfere with his or her ability to agree
to participate and/or complete the AIRQ™ or other study questionnaires.

Data Source(s): Approximately fifteen (15) to twenty (20) clinical sites will be selected to
implement the AIRQ™, Asthma Checklist, and educational resources (PRECISION program)
into clinical practice using telehealth and in-person platforms. The sites will be selected based
on the site principal investigator’s experience and qualifications, use of a telehealth platform
as part of their care practice, the number of asthma patients visiting the clinic via telehealth
per week, the diversity of the asthma patients treated by the clinic, the ability of the site to
complete the study tasks in the allotted timeframe, and the anticipated unique component(s)
used to contribute to the implementation process by the study site. Each site will be
responsible for recruiting approximately 50 asthma patients per site.

Exposure(s):
Patients will complete the following measures:

e AIRQ™ ]2-month

e AIRQ™ 3-month Recall (as appropriate)

e ACE Questionnaire (for those who agree; initial visit only)
[ ]

[ ]

[ ]

Patient Sociodemographics Questionnaire (for those who agree; initial visit
only)
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HCPs will complete the following measures:

Clinical Case Report Form (CRF)

Follow-up Clinical CRF (if appropriate)

Clinal Site Touchpoint Questions (via telephone)

Post-study Survey

Qualitative Interview

12-Month Post-Initial Visit Exacerbation CRF (when applicable)

Outcome(s):

Qualitative interview responses
Post-study Survey responses
Touchpoint findings

ACE Questionnaire responses

e Relationship between HCP actions (e.g. step up/step down/no change in
therapy, referral to specialist, initiation of biologic) based on assessment
component of Asthma Checklist and AIRQ™ scores

AIRQ™ change scores (when available)

Sample Size Estimations: As the primary aim of this study is to assess the process and
feasibility of implementing the AIRQ™, Asthma Checklist, and education resources
(PRECISION program) using a telehealth or in-person platform, inferential statistics will not
be conducted as part of the primary endpoint, and a formal sample size estimation is not
applicable. Each site will target approximately 50 patients with asthma. Implementing the
AIRQ™, Asthma Checklist, and educational resources (PRECISION program) among
approximately 50 patients per site will provide sites with enough experience to provide
feedback on the outcomes, barriers, benefits, challenges, ease of implementation, and areas for
improvement for future integration as a telehealth platform.

Statistical Analysis: Descriptive statistics (n, frequency, mean, SD) will be used to
characterize the sample in terms of sociodemographic and clinical characteristics. The
sociodemographic and clinical characteristics will be summarized for the sample overall as
well as for each site and cluster. Descriptive statistics (n, frequency, mean, SD) will also be
used to summarize the actions of HCPs (e.g., actions accessed/taken, step up/step down/no
change in therapy, referral to a specialist, initiation of biologics), results from the HCP’s
responses on the Post-study Survey, patients’ responses to the ACE Questionnaire and the

B, AIRQ™ scores
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BB The relationships between AIRQ™ scores and specific outcomes (e.g., HCP actions
taken/accessed, referrals to specialists, initiation of biologics) will be explored. Change in
AIRQ™ score between the initial visit and follow-up visit(s) (using the AIRQ™ 3-Month
Recall) will be explored when available by site and cluster.

Qualitative interviews will be summarized based on interviewers’ notes and transcriptions.
Audio-recordings of interviews from clinical site personnel will be referred to as necessary to
supplement interviewer notes. The interview results will be summarized in tabular format,
with key advantages, and disadvantages grouped. Additionally, findings from the
implementation questions discussed during the clinical site touchpoint meetings will be
integrated into the findings from the interviews. Facilitators, challenges and barriers, ease of

implementation, and areas for improvement will be summarized. [ Sl EGTGTTNGNG

All analyses will be detailed in a Statistical Analysis Plan. Additional exploratory analyses
may be performed to further examine specific aspects of available clinical data.
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Revision of exploratory
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1. BACKGROUND AND RATIONALE

1.1 Background

Uncontrolled and severe uncontrolled asthma (SUA) are under-identified and sub-optimally
treated. The clinical and economic burden of SUA is disproportionately high, accounting for
nearly 40% of asthma-related costs (Moore et al. 2007; Nunes et al. 2017); uncontrolled
asthma affects more than 50% of children and adults with asthma. With advances in asthma
therapies, an urgent need exists to optimize uncontrolled and SUA recognition and primary
care management; and when indicated, referral to qualified specialists.

The AstraZeneca United States (US) PRECISION initiative formed an advisor network of
scientific and clinical experts, as well as healthcare practitioners (HCPs), to develop a point-
of-care tool—the Asthma Impairment and Risk Questionnaire™ (AIRQ™). This is designed
to identify patients living with asthma whose health may be at risk from uncontrolled asthma,
and to facilitate shared decision-making between patients and HCPs. The AIRQ™ is intended
to be completed by patients before or at their HCP telehealth, or during an in-person clinic
visit and includes questions that address medication use, asthma symptoms, exacerbations,
hospitalizations, and asthma-related impairment. The final AIRQ™ consists of 10 yes/no
items, with the total score and control categories used to identify patients at risk for poor
asthma outcomes. All response options are in an easy yes/no format. In addition to the
AIRQ™,_ HCPs are provided with the Asthma Checklist and supplemental educational
resources, based on the Global Initiative for Asthma (GINA) guidelines, National Asthma
Education and Prevention Program Guidelines (2007; 2020), and key expert reviews on
asthma assessment and management to facilitate decision-making and developed by
PRECISION Adyvisors and approved by the AstraZeneca Medical Information and
Promotional Regulatory Affairs teams.

The AIRQ™, Asthma Checklist, and educational resources are for use among patients >12
years old with an asthma diagnosis and are designed for all HCPs to use following provider
experience and comfort level. These resources are meant to assist providers in recognizing,
evaluating, and optimizing care for patients with uncontrolled or SUA. They are not intended
to be treatment directive or diagnostic, but rather to support HCPs in moving toward precision
medicine in practice.

1.2 Rationale

To date, the AIRQ™ has been qualitatively evaluated among patients in an interview setting
to ensure that it is understandable and easy to complete. The feasibility of implementing the
AIRQ™ into a variety of clinical practices (i.e., allergy, pulmonary, and primary care) was
evaluated in a pilot program that was well-received by patients and demonstrated the ease of
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use by clinical staff. A cross-sectional validation study was conducted to validate the AIRQ™
relative to a composite of the Asthma Control Test™ (ACT™) score, plus medical-record
documented prior-year exacerbations to derive the final AIRQ™ items, scoring, and cut points
of varying levels of asthma control (Murphy et al. 2020). The final AIRQ™ consists of 10
yes/no items, with the total score and control categories used to identify patients at risk for
poor asthma outcomes.

The AIRQ™ performs well in identifying patients who are well controlled vs. not well/very
poorly controlled (with receiver operating characteristic [ROC] curves of 0.93 for the 0 to 10
summed score model) and identifies well/not well controlled vs. very poorly controlled
asthma (ROC curves of 0.90 for the 0 to 10 summed score model), as reflected by the
combined ACT™ score and prior-year exacerbations. The sensitivity of the AIRQ™ is 0.90
for separating well-controlled vs. all others, with a specificity of 0.96 for separating very
poorly controlled from all others. A longitudinal study is being conducted to assess the
predictive ability of the AIRQ™ as a screening tool for predicting future exacerbations as well
as health-related quality of life (HRQoL).

This study aims to evaluate the implementation of the AIRQ™, Asthma Checklist, and
educational resources (PRECISION program) into clinical practice using telehealth and in-
person platforms.

2. OBJECTIVES AND HYPOTHESES

2.1 Primary Objective & Hypothesis

The primary objective of this study is to assess the process (ease of use and challenges to
HCPs and patients) and potential benefits (ability to capture and take action to remediate
previously unrecognized morbidity) of implementing the AIRQ™, Asthma Checklist, and
educational resources (PRECISION program) into clinal practice during telehealth and in-
person visits.

This study is descriptive and there will be no formal hypothesis testing for the primary
objective.

2.2 Secondary Objectives
The secondary objectives of this study are:

1. To assess asthma patients’ clinic visit experiences and when the AIRQ™, the Asthma
Checklist, and educational resources (PRECISION program) are utilized as part of a
telehealth or in-person visit with their HCP;
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2. To explore change in AIRQ™ scores from the initial visit to follow-up visit(s) (when
available).

2.3 Exploratory Objectives

The following are exploratory objectives:
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3. METHODOLOGY

3.1 Study Design — General Aspects

The purpose of this community program intervention study is to examine the process of
integrating the AIRQ™, Asthma Checklist, and educational resources (PRECISION program)
into clinical practice using either in-person or telehealth visits. Patients’ responses to the
AIRQ™, as well as the use of the Asthma Checklist and educational resources to guide
treatment and asthma work-up and management, will be assessed. The duration of enrollment
is nine months for each site (implementation stage), with an additional 3 months of follow-up
to assess the sustainability of using the PRECISION program in clinical practice. The nine-
month implementation stage allows for the recruitment of approximately 50 patients per site
for an initial visit, plus the potential for follow-up visits during the study. The three-month
sustainability stage will allow for sites to continue to implement the PRECISION program in
their clinical practice and for sites to describe any continued benefits of implementing the
PRECISION program at their site.

Approximately fifteen (15) to twenty (20) clinical sites will be recruited to participate in this
study, categorized into the following four practice clusters: (1) primary care site (e.g., private
practice, FQHC; (2) specialty care site (pulmonary, asthma/immunology); and (3) novel sites
(e.g., pharmacy, nurse practitioners, nurse educators, prescribers and non-prescribers,
telehealth component of Allergy and Asthma Network, pharmacy). While all sites will be
able to conduct both in-person and telehealth visits, sites will aim to conduct approximately
25% of their initial patient visit using a telehealth platform (at a minimum). Both platforms
(in-person and telehealth) can be used for the follow-up visit(s) for all clusters. Each site will
recruit a target of approximately 50 patients per site, with a total sample size of approximately
750 to 1,500 patients. All patient completed materials will be available in English and
Spanish.

Additionally, Evidera will host a 30-minute conference call with each clinical site for up to
four (4) time points (touchpoints) to discuss the implementation of PRECISION tools (i.e.,
frequency of visits to and the number of PDF views from study website), assess whether sites
are meeting their targets for using the telehealth platform, address site questions, and discuss
any challenges of implementing the PRECISION program. These meetings will take place at
Months 1, 2, 3 (optional), and 6 and will also be used to identify any sites that may benefit
from participating in a re-training session. The optional Month 3 touchpoint will be based on
whether the site is having any difficulties with the study. After the 9-month implementation
stage is complete, each site will be followed for another 3 months (maintenance stage).

After verbally consenting patients (or parent/guardian when applicable) and documenting

consent in the Patient Verbal Informed Consent Script, a staff member at the participating
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clinical sites will administer the AIRQ™ to patients >13 years old with an HCP-confirmed
asthma diagnosis who are presenting to the clinic (via telehealth or in-person). After
completing the AIRQ™, patients will be asked if they would be willing to complete an
additional survey, sent as an electronic link via email, following the initial visit. For those
participants who agree, clinical staff will enter the patient’s email address into a YouGov
database so that an electronic survey link from YouGov will be emailed to the patient within
48 hours after the initial visit. This survey includes the following questionnaires: [ STJJJjjj Sl
I (¢ ACE Questionnaire, -‘, and the Patient Sociodemographics
Questionnaire. Up to two (2) reminder e-mails will be sent to participants who have yet to
complete the survey within approximately one week (7 days) of receiving the initial survey
link e-mail.

During the clinic visit (telehealth or in-person), HCPs will assess the patients’ responses to the
AIRQ™ questions and discuss the results with the patient, use the full Asthma Checklist (as
appropriate per HCP judgment), and access the educational resources (PRECISION program)
either at the point of care or after the visit to guide assessments, adjustments, and follow-up
for reviewing responses to patient education and management interventions. If a follow-up
visit is conducted, the clinical site will administer the AIRQ™ 3-month recall version.
Sites/HCPs will complete a Clinical Case Report Form (CRF) after the initial visit and after
the follow-up visit (if conducted) for each participant. It should be noted that for all visits
(initial and baseline), HCPs will be required to review the Assess component of the Asthma
Checklist and provide their responses on the CRF; the Adjust and Review components of the
Asthma Checklist will be available on the study website as well, but will not be mandatory to

compltc, S

The study team originally planned to collect exacerbation data to compare 12 months pre-
initial visit to 12 months post-initial visit among patients from third-party payer sites.
However, these sites were unable to participate in the study. Therefore, high performing sites
were selected to recontact their participants to ask if they would be willing to participate in a
chart review to be conducted 12 months after their initial study visit. If patients agree, sites
will use a new verbal consent script specific for the 12-month post-initial visit exacerbation
data. For patients who consent, the site will complete a 12-month post-initial visit
exacerbation CRF form. Data will only be collected for patients who provide their verbal
consent. Verbal consent will be documented on the 12-month post-initial visit exacerbation
CRF form.

Evidera will host a 30-minute conference call with each clinical site for up to four-time points
(touchpoints) to discuss the use of PRECISION tools, assess the mix of telehealth and in-
person visits, address site questions, and discuss a set of questions that focus on the challenges
and efficiencies of using the PRECISION program. These meetings will take place at Months
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1, 2, 3 (optional), and 6 and will also be used to identify any sites that may benefit from
participating in a re-training session. The optional Month 3 touchpoint will be based on
whether the site is having any difficulties with the study. After the 9-month implementation
stage is complete, each site will be followed for another three months (maintenance stage).

After patient enrollment and follow-up visits have been completed, prescribing providers at
clinical sites (or the asthma coaches from the novel cluster of the Asthma and Allergy
Network, or Non-prescribers, or nurse case-managers) will self-complete the Post-study
Survey. The focus of this questionnaire will be to obtain feedback on the implementation of
the AIRQ™, Asthma Checklist, and educational resources (PRECISION program) as part of
their clinical practice (telehealth platform and in-person).

Finally, the principal investigator from each site and key site staff (up to three staff members
per site) will participate in a qualitative interview to gain a full understanding of the processes
and issues related to implementing the AIRQ™, Asthma Checklist and educational resources
(PRECISION program) as part of their clinical practice (telehealth and in-person visits).
Additionally, the interviews will explore the best practices that may have been unique to their
site, as well as plans for continuing the use of the AIRQ™ and PRECISION tools. The
telephone interviews will be conducted approximately 9 to12 months from study
implementation for each site and will last up to 60 minutes; all interviews will be audio-
recorded and transcribed.

3.1.1 Data Source(s)

Approximately fifteen (15) to twenty (20) clinical sites will be selected to implement the
AIRQ™, the Asthma Checklist, and educational resources (PRECISION program) into
clinical practice using telehealth and in-person platforms. The sites will be selected based on
the site principal investigator’s experience and qualifications, use of a telehealth platform as
part of their care practice, the number of asthma patients visiting the clinic via telehealth per
week, the diversity of the asthma patients treated by the clinic, the ability of the site to
complete the study tasks in the allotted timeframe, and the anticipated unique component(s)
used to contribute to the implementation process by the study site. Each site will be
responsible for recruiting approximately 50 asthma patients per site.

3.2 Study Population

Clinic staff will invite patients >13 years old with an HCP-confirmed asthma diagnosis who
are presenting for a telehealth or in-person visit to complete the AIRQ™. Each site will aim to
recruit approximately 50 patients, with a total sample size of 750 to 1,500 patients.
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3.3 Inclusion Criteria

Patients must meet all of the following criteria to be eligible for enrollment:

1. > 13 years of age at the time of enrollment

2. Diagnosis of HCP-confirmed asthma

3. Able to read, understand and speak English or Spanish sufficiently self-complete or be
administered the AIRQ™ via telephone, desktop, or mobile device (e.g., smartphone,
iPad)

4. Provide consent (adults/parents/guardians) and assent (age 13-17 years) to participate
in the study.

34 Exclusion Criteria

Patients meeting any of the following criteria will not be included in the study:

1. Current diagnosis of active COPD or any lower respiratory diagnosis other than
asthma

2. Has a cognitive impairment, hearing difficulty, acute psychopathology, medical
condition, or insufficient knowledge of the English or Spanish language that, in the
opinion of the investigator, would interfere with his or her ability to agree to
participate and/or complete the AIRQ™ or other study questionnaires

4. VARIABLES AND EPIDEMIOLOGICAL MEASUREMENTS

4.1 Exposures
4.1.1 Patient Verbal Informed Consent Scripts

Verbal Informed Consent scripts for participants >18 years old, available in English and
Spanish (Appendix A and Appendix B) and Verbal Informed Consent/Assent scripts for
participants <18 years old, available in English and Spanish (Appendix C and Appendix D)
will be used to introduce the study before the patient’s visit (during the appointment reminder
call) or during the visit (telehealth platform; in-person) to provide more information about the
study and to document verbal consent and verbal assent in minors.

4.1.2 AIRQ™

The AIRQ™ (Appendix E) consists of 10 yes/no items, with the total score used to identify
patients at risk for poor asthma outcomes. The AIRQ™ questions address medication use,
asthma symptoms, exacerbations, unscheduled medical telehealth visits, hospitalizations, and
asthma-related impairment. The majority of AIRQ™ items use a two-week recall period
(questions 1 through 7), while the risk items use a recall period of the prior 12 months. The
AIRQ™ js available in English and Spanish (Appendix F); both versions will be used in this
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study. The AIRQ™ is also available in a 3-month recall version in English (Appendix G) and
Spanish (Appendix H).

Sites will be asked to ensure that the AIRQ™ is completed before the patient sees the HCP.
For in-person visits, the AIRQ™ can be completed by the patients on paper (self-
administration) or completed by site staff as interviewer-administered. For telehealth visits,
the AIRQ™ can be sent to patients in advance of the visit (e.g., sent via email as a PDF or
sent via a link to www.digitalairq.com) and completed by the patients on paper (self-
administration) or completed by site staff as interviewer-administered. In the case that the
patient receives the AIRQ™ in advance of their visit, the patient can provide their responses
on the self-completed AIRQ™ to the site staff who will then transpose patient responses to the
CRF paper version of the AIRQ™ and provide to the HCP at the start of the visit. Examples
of ways to administer the AIRQ™ during a telehealth visit will be provided as part of the site
training.

4.1.3 Clinical Case Report Form

For each participant, the clinical site will complete a Clinical CRF (Appendix I) during the
initial site telehealth visit. The Clinical CRF serves to characterize patients based on their
asthma history, current medications, time since most recent spirometry, the HCP’s rating of
the patient’s asthma severity and control, 12-month history of chart-reported exacerbations
(when available), Assess component of the Asthma Checklist, and a treatment plan based on
AIRQ™ score at the baseline telehealth visit (step-up/step down/no change).

4.14 Follow-up Clinical Clinical Case Report Form (CRF)

THE PATIENT’S ASTHMA SEVERITY AND CONTROL CHART-
REPORTED EXACERBATIONS (WHEN AVAILABLE), ASSESS
COMPONENT OF THE ASTHMA CHECKLIST, AND A TREATMENT
PLAN BASED ON AIRQ™ 3-MONTH RECALL SCORE AT FOLLOW-
UP VISIT (E.G., STEP-UP/STEP DOWN/NO CHANGE, REFERRAL) (
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Evidera 138 Site Page 50of 7
INNN I IR I A
Evidera# 128 Plate # 005 Visit # 001

Participant ID

13. Other health conditions (Please mark all boxes that apply with an “X.7)

[0 No other health conditions [0 chrenic Obstructive Pulmonary Disease
(COPD)

O Allergy diagnosed by blood or skin testing
O chronic sinusitis

O Allergic rhinitis (nasal allergies, “hay fever”)

O Aeroallergens [ Depression

O Heart disease (history of heart attack, heart [ Diabetes

failure, or heart valve problems) O Emphysema
O Anxiety 0 GERD (heartburmn/reflux)
O Anaphylaxis (severe allergic reaction to a O Hypertension (high blood pressure)

food, bee sting, allergy shot, medication, or O Nazal Polyps

other) s A

se nea
O Arthritis i
£ i it : O stroke

O Aspirin sensitivity (aspirin causes hives, 0 —_

swelling, or breathing problems) Other (specify):

[J Unknown

O Atopic dermatitis/Eczema
[ chrenic bronchitis

14. Was spirometry lung function testing performed on this patient in the last 12 months?

O Yes (Record below): Dateofmostrecentspirometryl I || I I | |2|OI I |
DD MMM YYYY

O No

Pre-bronchodilator Post-bronchodilator

rve LT T T 10 rve LT T T 00
D:I:l % (predicted) D:I:l % (predicted)

et LT T T 10 revi LT T T 10
|:|:I:| % (predicted) D:l:l % (predicted)

FEV1/FVC ratio m - . . FEV1/FVC ratio m - . .

O Not Available O Not Available

Clinical Case Report Form EVA-26645-03 16 March 2021
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Evidera 138 Site Page 6 of 7

Evidera # 138 Plate # 006 Visit # 001

Participant ID

15. Please indicate asthma exacerbation history within the prior 12 months:

ASTHMA EXACERBATION HISTORY  [INot applicable

An asthma exacerbation is defined by a change in asthma controf requinng a course of oral steroids (i.e, at
least 3 days with at least 10 days between each burst) and/or steroid injection and/or a hospitalization for
asthma or emergency department visit for an asthma exacerbation. Importantly, record only the highest
utilization for each exacerbation, do not double count exacerbation episodes. If an OCS course was
due to a hospitalization, do not record as OCS course but as the hospitalization

15.1 Number of times in the past 12 months asthma sympfoms required an emergency department or
urgent care visit (but not an overnight stay in the hospital):

D:l ER/urgent care visits (with no overnight hospital stay) [ None

15.2 Number of times in the past 12 months that there was a worsening in asthma symptoms that required
a hospital stay for greater than 24 hours:

D:l times admitted to hospital O none
15.3 Number of unplanned ambulatory clinic visits due to exacerbation in past 12 months:

D:l unplanned visit—Please list dates of the most recent unplanned ambulatory clinic visit below
(DD-MMM-YYY)

[ none

a l

b.

15.4 How many courses of oral corticosteroids (OCS) was the patient prescribed over the past 12 months
for asthma exacerbations unrelated to emergency department, urgent care or, unplanned ambulatory
clinic visits or hospitalizations?

[ 0 ocs courses for asthma within 12 months

O 1 ocs course only for asthma within the past 12 months
[ 2 ocs courses only for asthma within the past 12 months
[ 3 ocCs courses for asthma within the past 12 months

[ = 4 0CS courses for asthma within the past 12 months
O patient is on daily OCS

15.5 Date of most current exacerbation: | I I | | I I I | D unknown
MMM YYYY
Clinical Case Report Form EVA-26645-03 16 March 2021
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Evidera 138 Site Page 7 of 7
NN IR NN I I IR
Evidera# 138 Plate # 007 Visit # 001

Participant ID

16. Following the use of the PRECISION program, which of the following will you do to the patient’s
medication after today’s telehealth visit? (check all that apply)

O Step-down of confroller medicines

O No change to the level of controller therapy
O Step-up of controller medicines

O prescribe a course of systemic corticosteroids
O Begin work-up for possible biologic

O Begin biologic: (specify):
O other: (specify):

Part 4. Asthma Checklist (Assess content only)

1. Please check the Asthma Checklist Assess items (page 1) that were considered during the visit:

o

ENTS REGARDLESS OF A!

CONSIDER FOR

= AND/OR RISK FA
| Adherence'* /
l:' Appropriate Therapy™
[} Asthma Action Plan's* ] Asthma Phenotyping™* ] Referral to an Asthma Specialty
Inhaler Technigque'®* — . Center, or Other Appropriate
[_:"\ 4 C | Comorbidities™ Specialist or Health Care Provider
[ Psychological Issues™ (7] Home and/or Work Exposures'24 in Your Area'
E‘ Spirometry ' | Alternative Diagnoses and
&,
[0 Tobacco Use'?* - Hidden Comorbidities?
— Zi | Optimizing Therapy with Add-on
L Vaccinations'=&? or Advanced Treatment"?

Investigator/Coordinator Signature:

pate: L1 | L1 1 |[210] | |

DD MMM YYYY

Clinical Case Report Form EVA-26645-03 16 March 2021

Appendix J).
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4.1.5 12-Month Post-Initial Visit Exacerbation Clinical Case Report Form (CRF)

For each consented participant from the sites selected for the pre/post exacerbation data
comparison, the site will complete a follow-up clinical case report form that includes chart-
reported exacerbations 12-months after the initial study visit (Appendix J).

4.1.6 Study Website

Sites will have access to the study website PPD which
includes the Asthma Checklist and PRECISION Educational Resources (

12-Month Post-Initial Visit Exacerbation Clinical Case Report Form
Participant ID: -

Verbal Consent Provided: [ Yes L1 No

Date verbal consent provided: MM/DD/YYYY

Date form completed: MM/DD/YYYY

Please indicate the asthma exacerbation history since the patients initial study visit (12 months ago):
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ASTHMA EXACERBATION HISTORY CINot applicable

An asthma exacerbabon is defined by a change in asthma control requirmg a course of oral sterowds (i.e, at
least 3 days with alf Jeast 10 days between each burst) and/or sterond injechion anddor a hospitakzation for
asthma or emergency department visit for an asthma exacerbation  importantly, record only the highest
utilization for each exacerbation, do not double count exacerbation episodes. If an OCS course was
due to a hospitalization, do not record as OCS course but as the hospitalization

81 Number of imes since the last vist that asthma symptoms required an emergency department or
urgent care visit (but not an overnight stay in the hospstal))

EDER#urgentcarevvsﬁs(Mnoovermghthospﬁalstay) UNone

82 Number of imes since the last visit that there was a worsening in asthma symploms that required a
hospital stay for greater than 24 hours

Dj times admitted 1o hospatal D None

83 Number of unplanned ambulatory chnic visits due to exacerbation since the last visit

EDmplanned visit—Please list dates of the most recent unplanned ambulatory clinic visit below
(DD-MMM-YYY)

O O 1 111
1O 10 11
O 1O 0111
O O117
(O O 1

O none

L J L

84 How many courses of oral corbcosteronds (OCS) was the patient prescribed since the last study visit
for asthma exacerbations unvelated to emergency department, urgent care or, unplanned ambulatory
clinic visits or hospitalizations?

O 0 0¢S courses for asthma

D 1 OCS course only for asthma
[ 2 0CS courses only for asthma
[ 3 0CS courses for asthma

[ = 4 0cs courses for asthma
O patient is on daily OCS

a5 Dateo!mos(curreuexaoetbml I l ll l I l l O unknown
M YYYY

Investigator/Coordinator Signature:

Appendix K).

4.1.7 Asthma Checklist
The Asthma Checklist (see provider-facing tools in
12-Month Post-Initial Visit Exacerbation Clinical Case Report Form
Participant ID: -
Verbal Consent Provided: [ Yes [1 No
Date verbal consent provided: MM/DD/YYYY
Date form completed: MM/DD/YYYY

Please indicate the asthma exacerbation history since the patients initial study visit (12 months ago):
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ASTHMA EXACERBATION HISTORY I Not applicable

An asthima exacerbabon 15 defined by & change i asthma conlrol requirmg a course of oral sterowds (1e, al
least 3 days with af Jeast 10 days between each burst) andior sterond injechon and‘or a hospitalization for
asthma or emergency department wisdt for an asthma exacerbation importantly, record only the highest
utilization for each exacerbation, do not double count exacerbation episodes. If an OCS course was
due to a hospitalization, do not record as OCS course but as the hospitalization

81  Number of imes since the last vist that asthma symptoms required an emergency department or
urgent care visit (but not an overnight stay in the hospetal))

ED ER/urgent care visits (with no overmght hospital stay) O None

82 Number of imes since the last visit that there was a worsening in asthma symptoms that required a
hospital stay for greater than 24 hours

Elj times admitted 1o hospatal D None
83 Number of unplanned ambulatory clinic visits due 1o exacerbation since the last visit

ED unplanned wisit—Please list dates of the most recent unplanned ambulatory clinic visit below
(DD-MMM-YYY)

O None

oL
o L1 [
e LI
o L1
L

e

el
———F—

| L1
1 L1
| L
| L1
| L]

bl el b B
el ] — p— p—

|
]
|
|
|

84 How many courses of oral corbcosteronds (OCS) was the patient prescribed since the last study visit
for asthma exacerbations unrelated to emergency department, urgent care or, unplanned ambulatory
chinic visits or hosptalizations?

D 0 OCS courses for asthma

O 1 0cs course only for asthma
[ 2 ocs courses only for asthma
D 3 OCS courses for asthma

[ = 4 0cs courses for asthma
O patient is on daily OCS

85 Date of most current cxaccrbabml l I ] l I I l I O unknown
YYYY

Investigator/Coordinator Signature:

APPENDIX K) IS BASED ON GINA AND THE NATIONAL ASTHMA
EDUCATION AND PREVENTION PROGRAM (NAEPP) GUIDELINES.
THIS THREE-PAGE TOOL IS DESIGNED TO ASSIST PROVIDERS
WITH RECOGNITION EVALUATION AND OPTIMIZATION OF ALL

(UNTREATED, DIFFICULT TO TREAT REFRACTORY) PROVIDERS
WILL BE ASKED TO COMPLETE THE ASSESS COMPONENT OF
THE ASTHMA CHECKLIST AS PART OF THE CLINICAL CRF
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(APPENDIX I) FOR ALL BASELINE STUDY VISITS AND AS PART OF
THE FOLLOW-UP CLINICAL CRF (
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Evidera 138 Site Page 50of 7
INNN I IR I A
Evidera# 128 Plate # 005 Visit # 001

Participant ID

13. Other health conditions (Please mark all boxes that apply with an “X.7)

[0 No other health conditions [0 chrenic Obstructive Pulmonary Disease
(COPD)

O Allergy diagnosed by blood or skin testing
O chronic sinusitis

O Allergic rhinitis (nasal allergies, “hay fever”)

O Aeroallergens [ Depression

O Heart disease (history of heart attack, heart [ Diabetes

failure, or heart valve problems) O Emphysema
O Anxiety 0 GERD (heartburmn/reflux)
O Anaphylaxis (severe allergic reaction to a O Hypertension (high blood pressure)

food, bee sting, allergy shot, medication, or O Nazal Polyps

other) s A

se nea
O Arthritis i
£ i it : O stroke

O Aspirin sensitivity (aspirin causes hives, 0 —_

swelling, or breathing problems) Other (specify):

[J Unknown

O Atopic dermatitis/Eczema
[ chrenic bronchitis

14. Was spirometry lung function testing performed on this patient in the last 12 months?

O Yes (Record below): Dateofmostrecentspirometryl I || I I | |2|OI I |
DD MMM YYYY

O No

Pre-bronchodilator Post-bronchodilator

rve LT T T 10 rve LT T T 00
D:I:l % (predicted) D:I:l % (predicted)

et LT T T 10 revi LT T T 10
|:|:I:| % (predicted) D:l:l % (predicted)

FEV1/FVC ratio m - . . FEV1/FVC ratio m - . .

O Not Available O Not Available
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Evidera 138 Site Page 6 of 7

Evidera # 138 Plate # 006 Visit # 001

Participant ID

15. Please indicate asthma exacerbation history within the prior 12 months:

ASTHMA EXACERBATION HISTORY  [INot applicable

An asthma exacerbation is defined by a change in asthma controf requinng a course of oral steroids (i.e, at
least 3 days with at least 10 days between each burst) and/or steroid injection and/or a hospitalization for
asthma or emergency department visit for an asthma exacerbation. Importantly, record only the highest
utilization for each exacerbation, do not double count exacerbation episodes. If an OCS course was
due to a hospitalization, do not record as OCS course but as the hospitalization

15.1 Number of times in the past 12 months asthma sympfoms required an emergency department or
urgent care visit (but not an overnight stay in the hospital):

D:l ER/urgent care visits (with no overnight hospital stay) [ None

15.2 Number of times in the past 12 months that there was a worsening in asthma symptoms that required
a hospital stay for greater than 24 hours:

D:l times admitted to hospital O none
15.3 Number of unplanned ambulatory clinic visits due to exacerbation in past 12 months:

D:l unplanned visit—Please list dates of the most recent unplanned ambulatory clinic visit below
(DD-MMM-YYY)

[ none

a l

b.

15.4 How many courses of oral corticosteroids (OCS) was the patient prescribed over the past 12 months
for asthma exacerbations unrelated to emergency department, urgent care or, unplanned ambulatory
clinic visits or hospitalizations?

[ 0 ocs courses for asthma within 12 months

O 1 ocs course only for asthma within the past 12 months
[ 2 ocs courses only for asthma within the past 12 months
[ 3 ocCs courses for asthma within the past 12 months

[ = 4 0CS courses for asthma within the past 12 months
O patient is on daily OCS

15.5 Date of most current exacerbation: | I I | | I I I | D unknown
MMM YYYY
Clinical Case Report Form EVA-26645-03 16 March 2021
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Evidera 138 Site Page 7 of 7
NN IR NN I I IR
Evidera# 138 Plate # 007 Visit # 001

Participant ID

16. Following the use of the PRECISION program, which of the following will you do to the patient’s
medication after today’s telehealth visit? (check all that apply)

O Step-down of confroller medicines

O No change to the level of controller therapy
O Step-up of controller medicines

O prescribe a course of systemic corticosteroids
O Begin work-up for possible biologic

O Begin biologic: (specify):
O other: (specify):

Part 4. Asthma Checklist (Assess content only)

1. Please check the Asthma Checklist Assess items (page 1) that were considered during the visit:

o

ENTS REGARDLESS OF A!

CONSIDER FOR

[ Adherencet* AND/OR RISK F2

l:' Appropriate Therapy™

[} Asthma Action Plan's* ] Asthma Phenotyping™* ] Referral to an Asthma Specialty
Inhaler Technigque'®* — . Center, or Other Appropriate

[_:"\ 4 C | Comorbidities™ Specialist or Health Care Provider

[ Psychological Issues™ (7] Home and/or Work Exposures'24 in Your Area'

[ spirometry'2* [] Alternative Diagnoses and

Hidden Comorbidities'?

[ Tobacgo Use'™* 0 idde biditie

— Zi | Optimizing Therapy with Add-on

L Vaccinations'=&? or Advanced Treatment"?

Investigator/Coordinator Signature:

pate: L1 | L1 1 |[210] | |

DD MMM YYYY
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Appendix J) to support the assessment of their patient, but to the degree, they feel is most
appropriate for the particular patient and particular circumstances of the visit. The Adjust and
Review Responses component of the Asthma Checklist (pages 2 and 3) will be recommended

for review by HCP but remain optional.

4.1.8 PRECISION Educational Resources

Providers will have access to the study webpage which will contain the provider-facing
materials and the patient-facing education resources included in the PRECISION program (

12-Month Post-Initial Visit Exacerbation Clinical Case Report Form
Participant ID: -

Verbal Consent Provided: L1 Yes [ No

Date verbal consent provided: MM/DD/YYYY

Date form completed: MM/DD/YYYY

Please indicate the asthma exacerbation history since the patients initial study visit (12 months ago):
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ASTHMA EXACERBATION HISTORY [ Not applicable

An asthma exacerbabon 15 defined by a change in asthma control requirnng a course of oral sterouds (1e, at
least 3 days with af Jeast 10 days between each burst) and/or sterond injecton anddor a hospitakzation for
asthma or emergency department wisdt for an asthma exacerbation importantly, record only the highest
utilization for each exacerbation, do not double count exacerbation episodes. If an OCS course was
due to a hospitalization, do not record as OCS course but as the hospitalization

81  Number of imes since the last vist that asthma symptoms required an emergency department or
urgent care visit (but not an overnight stay in the hospetal))

ED ER/urgent care visits (with no overmght hospital stay) D None

82 Number of imes since the last visit that there was a worsening in asthma symptoms that required a
hospital stay for greater than 24 hours

Elj times admitted to hospdal CInNone
83 Number of unplanned ambulatory clinic visits due to exacerbation since the last visit

ED unplanned wisit—Please list dates of the most recent unplanned ambulatory clinic visit below

(DD-MMM-YYY)
NENREEEEEEER m [
NEEREEEEEEER
SEEREEEREEER
NEEEEEREEEEN
mEEEDEEEEEN

84 How many courses of oral corticosterosds (OCS) was the patient prescribed since the last study visit
for asthma exacerbations unrelated to emergency department, urgent care or, unplanned ambulatory
clinic visits or hospitalizations?

[ 0 0CSs courses for asthma

a 1 OCS course only for asthma
[ 2 0CS courses only for asthma
O 3 0CS courses for asthma

[ = 4 0cs courses for asthma
O patient is on daily OCS

a5 Dmeotmosicunmexaocmahm[ l l II I I l I Dmknown
MY YYYY

Investigator/Coordinator Signature:

Appendix K). All resources can be accessed as desired either during patient visits or as
resources before/after visits. Resources may be downloaded as desired and used during
patient visits and patient-facing materials can also be sent electronically to patients per the
discretion of the HCP.

4.1.9 Asthma Clinic Experience (ACE) Questionnaire

The ACE Questionnaire (Appendix L) is a self-administered electronic questionnaire that
includes nine questions using a four-point Likert scale (strongly agree, agree, disagree,
strongly disagree). Patients who agree will be sent this questionnaire via an e-mailed survey
link following their initial visit. Patients are asked to think about how completing the AIRQ™

Observational Study Protocol Form
Version 3.0
Form Doc ID: AZDoc0059948
Parent Doc ID: SOP LDMS 001 00164328
35



Observational Study Protocol

Study Code D2287L00028 [EVA-26645-03]
Version 2.0

Date June 16, 2022

as part of their telehealth visit may have affected their experience when answering the
questions. The ACE Questionnaire will be available in English and Spanish (Appendix M).

4.1.12  Patient Sociodemographics Questionnaire

Sites will collect basic participant demographic information on the Clinical CRF—age,
gender, and race. Participants who agree will be asked to complete additional demographic
questions (Appendix R). This form collects the participant’s ethnicity, living situation,
employment, and education, and will be used to describe the sample and assist with
interpreting the results. Patients will be sent this questionnaire via an e-mailed web-link
following their initial visit. The Patient Demographic Questionnaire will be available in
English and Spanish (Appendix S).

4.1.13  Clinical Site Touchpoint Questions

Evidera will conduct 30-minute conference calls with each clinical site for up to four (4) time
points (touchpoints) to discuss the use of PRECISION tools, address site questions, and
discuss a set of discussion questions that focus on the facilitators and barriers/challenges of
implementing the PRECISION program (Appendix T). The same touchpoint implementation
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questions will be asked to all clinical staff participating in each scheduled meeting: Months 1,
2, 3 (optional), and 6.

4.1.14  Post-study Survey

All HCPs who participated in at least 10 telehealth or in-person visits will be invited to
complete the Post-study Survey (paper form) (Appendix U). The purpose of this survey is to
obtain feedback on the implementation of the AIRQ™ within each site’s clinical practice
(telehealth platform and in-person visit).

4.1.15 Semi-structured Interview Guide

A semi-structured interview guide (Appendix V) will be used by the interviewer to obtain
information from the principal investigator and key clinical site staff (up to three interviews
per site) to gain a deeper understanding of the feasibility of implementing the AIRQ™ via
telehealth and in-person, as well as sustainability of using the PRECISION program in their
clinical practice. The semi-structured interview guide will include an introduction and specific
questions/probes designed to facilitate discussion and optimize consistency across interviews.
The interview guide will elicit from site personnel the process for implementing the AIRQ™,
and recommendations for improving processes related to telehealth and in-person
implementation. Also, any specific initiatives that were integrated into various practices will
be discussed. Additional unscripted probes may also be used to gain further information or

clarification.
4.2 Outcomes
4.2.1 Primary Outcome

To address the primary objective of assessing the process and potential benefits when
integrating the AIRQ™ PRECISION program on a telehealth or in-person platform, the
following outcomes will be assessed:

e Post-study Telehealth Survey: Descriptive statistics (n, frequency, mean, and
standard deviation [SD]) will be used to summarize the results from the Post-study
Survey.

e Qualitative Interviews: Results from the qualitative interviews will be summarized in
tabular format, with key recommendations, advantages, and disadvantages grouped.
Specifically, barriers, benefits, challenges, ease of implementation, and areas for
improvement will be summarized. Also, the summary will capture if the PRECISION
program has been utilized in clinical practice post-implementation, or what would
need to be done to support the continued use of the PRECISION program in their
clinical practice.

¢ Implementation Touchpoint Discussion with Sites: Key findings from the
implementation questions discussed during the clinical site touchpoint meetings
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(including barriers and subsequent ways in which these barriers were addressed) will
be summarized.
4.2.2 Secondary Outcome

1. To address the secondary objective of assessing patient telehealth or in-person visit
satisfaction when the AIRQ™ is initiated as part of a telehealth or in-person visit with
their HCP, the following outcomes will be assessed:

e ACE Questionnaire Responses: Descriptive statistics (n, frequency, mean, and SD)
will be used to summarize by item for all nine items.

2. To explore change in AIRQ™ scores from initial visit to follow-up visits:

e 12M AIRQ™ (initial study visit)
e 3M AIRQ™ (follow-up visits)

4.2.3 Exploratory Outcomes
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4.3 Other Variables and Covariates

Additional variables and covariates may be examined based on the availability of data. A
more detailed description of additional variables and covariates will be included in the
Statistical Analysis Plan.

S. STATISTICAL ANALYSIS PLAN

5.1 Statistical Methods — General Aspects

Descriptive statistics (n, frequency, mean, SD, median, range) will be used to characterize the
sample in terms of sociodemographic and clinical characteristics and to summarize qualitative
outcomes. These characteristics will be summarized for the sample overall, as well as for each
site and cluster.

Additional analyses, including various subgroup analyses, to aid in the interpretation of the
defined outcome measures may also be conducted and will be described in the Statistical
Analysis Plan.

5.1.1 Primary Objective(s): Assess the Process and Potential Benefit of
Implementing the AIRQ™, Asthma Checklist, and Educational Resources
(PRECISION program) into Clinical Practice during Telehealth and In-
Person Visits

Descriptive statistics (n, frequency, mean, SD, and 95% confidence intervals [Cis]) will be
used to assess the process and potential benefits when integrating the AIRQ™ on a telehealth
and in-person platform. Qualitative interviews will be summarized based on the interviewers’
notes and the transcribed interviews. Findings from the touchpoint discussions with sites will
be integrated into the qualitative findings. Audio recordings of interviews from clinical site
personnel will be referred to as necessary to supplement interviewer notes and transcriptions.
The interview results will be summarized in tabular format, with key recommendations,
advantages, and disadvantages grouped accordingly. Specifically, barriers, benefits,
challenges, ease of implementation, and areas for improvement will be summarized. Lastly,
the results from the Post-study Survey will be summarized using descriptive statistics.
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5.1.2 Secondary Objective(s): To Assess Patient Visit Satisfaction When the
AIRQ™ Js Initiated as Part of a Telehealth or In-Person visit with Their
HCP
To assess patient satisfaction with the AIRQ™, descriptive statistics (n, frequency, mean, SD,
and 95% ClIs) will be used to summarize patients’ responses to the ACE Questionnaire.

Subgroup analysis may be conducted to examine responses by site, cluster, platform used, or
AIRQ™ score.

Change in AIRQ™ score and control level between the initial telehealth visit and follow-up
visit(s) (using the AIRQ™ 3-Month Recall when available) will be explored by site and
cluster and presented using descriptive statistics (n, frequency, mean, and SD) and mean
change of AIRQ™ by item and total score, (95% Cls computed; initial visit vs. follow-up
visits) and a shift analysis for control level.

Change in AIRQ™ score and control level between the initial telehealth visit AIRQ™ (12-
Month Recall) and follow-up visit(s) (using the AIRQ™ 3-Month Recall when available) will
be stratified by site and cluster and presented using descriptive statistics (n, frequency, mean,
and SD). Mean change of AIRQ™ by item and total score (95% Cls computed; initial visit vs.
follow-up visits) and a shift analysis for control level will be conducted.

513 Exploratory Objective(s): ES
I

gCcC e

I
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All analyses will be detailed in a Statistical Analysis Plan. Additional exploratory analyses
may be performed to further examine specific aspects of available clinical data.

5.2 Bias
5.2.1 Methods to Minimize Bias

Given that completing the ACE Questionnaire is optional, the potential for response bias (e.g.,
patients who like the telehealth platform may be more inclined to complete the survey) may be
introduced into this study. This will be noted when interpreting the results. Additionally,
patients who have a follow-up assessment may be more severe than those who do not; thus,
change scores may not be representative of the entire sample, which will also be noted when
interpreting results.

5.2.2 Adjustment for Multiple Comparisons
Not applicable.

5.2.3 Strengths and Limitations

The strengths of this study are that it aims to include a variety of clinical practice types, that
the clinical sites have access to diverse patient populations, and the study will have a large
sample size. The limitations of this study include that up to 20 clinical sites may not be
generalizable to all clinical sites treating asthma patients across the US, and that the patient
sample may not be generalizable to all asthma patients >13 years old across the US.

5.3 Sample Size and Power Calculations

As the aim of this study is to assess the process and feasibility of implementing the AIRQ™
using a telehealth platform, inferential statistics will not be conducted, and a formal sample
size estimation is not applicable. Each site will target approximately 50 patients; however,
some sites may be able to recruit more than 50 patients, resulting in a total sample size of
approximately 750 to 1,500 patients. Further, each cluster (primary care, specialist, novel) will

Observational Study Protocol Form
Version 3.0
Form Doc ID: AZDoc0059948
Parent Doc ID: SOP LDMS_001_00164328
42



Observational Study Protocol

Study Code D2287L00028 [EVA-26645-03]
Version 2.0

Date June 16, 2022

contain approximately 3 to 5 sites to have balanced sample sizes between the practice clusters.
Implementing the AIRQ™, Asthma Checklist, and educational resources (PRECISION
program) among approximately 50 patients will provide sites with enough experience to

provide feedback on the outcomes, barriers, benefits, challenges, ease of implementation, and
areas for improvement for future integration as a telehealth and in-person platform.
Additionally, an adequate sample should be available to confirm the performance of the
AIRQ™ in a diverse primary care cluster.

6. STUDY CONDUCT AND REGULATORY DETAILS

6.1 Study Conduct

6.1.1 Study Flow Chart and Plan for Telehealth or In-Person Visits

Figure 1. Study Flow Overview of Initial Telehealth or In-Person Visit

Staff introduces study via telephone
appointment reminder or once patient
arrives for their clinic visit (telehealth;

in-person)

Staff will obtain verbal consent from
eligible patients/guardians and verbal
assent for those under 18 years using

the Patient Verbal Informed
Consent/assent Script. Staff will
document consent/assent in the
Patient Verbal Informed Consent Script
and eligibility on the Recruitment
Tracking Log

Staff ensures AIRQ™ is completed by
patient (either self- or interviewer-
administered) prior to visit with HCP
and documented on pre-labeled CRF.

After the AIRQ™ is completed, staff
will ask participants if they are willing
to complete additional questionnaires
after the visit. If the participant agrees,

participant will be asked to provide

their email address to site staff. The

site staff will enter the email address
into a YouGov database to initiate
sending the Post-visit Survey email

HCP will review AIRQ™ responses,
review the Asthma Checklist, and refer
to the education resources during or
after visit

Staff will complete the Clinical CRF
(pre-labeled with the participant ID),
which also includes documentation of
eligibility and consent.

Staff will ensure that the AIRQ™ and
Clinical CRF are completed at the end
of the visit and send the completed
Datafax forms to Evidera using a
secured file sharing platform
(SharePoint) or by fax. Responses may
be collected and stored via EMR.
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Figure 2. Overview of the Follow-up Telehealth or In-person Visit Study Flow

Patients who have a follow-up visit (within
study duration) will be asked to complete the
AIRQ™ 3-month recall (3M)

HCP will review the AIRQ™ 3M responses,
Asthma Checklist, and refer to the education
resources during or after visit

Staff will administer AIRQ™ 3M version using
same methods described for initial visit. |

Patient must complete AIRQ™ 3M version prior
to visit with the HCP

Staff will complete the Follow-up Clinical CRF
(pre-labeled with the participant ID), which also |
includes the Assess component of the Asthma |
Checklist

Staff will ensure that the AIRQ™ 3M version
and the Follow-up Clinical CRF are completed at
the end of the visit and send the completed PDF

Datafax forms to Evidera using a secured file

sharing platform (SharePoint) or by fax.
Responses may be collected and stored via

EMR.
\
Table 1. Study Plan
Study Procedure Timing Completed by:
Clinical Site | Patient
(Staff/HCP)
Telephone Introduction to Study At time of appointment reminder (if not X
automated)
Introduction to Study At the initial visit (telehealth; in-person) X
Document Consent/Assent At the initial visit (telehealth; in-person) X
Clinical CRF, which includes the | At the initial visit (telehealth; in-person) X
Assess component of the Asthma
Checklist (page 1)
AIRQ™ At the initial visit (telehealth; in-person) X
ACE Questionnaire Sent to patient within approx. 48 hours X
following initial visit via e-mail link (two
email reminders)
CCl g X
X
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Study Procedure Timing Completed by:
Clinical Site | Patient
(Staff/HCP)

Patient Sociodemographics Sent to patient within approx. 48 hours X

Questionnaire following initial visit via e-mail link (two
email reminders)

AIRQ™ 3-month Recall Used at the follow-up visit (telehealth; in- X
person), should a follow-up visit occur

Follow up Clinical CRF, which Used at the follow-up visit (telehealth; in- X

includes the Assess component of | person), should a follow-up visit occur

the Asthma Checklist(page 1)

Clinical Site Touchpoint Up to 4 meetings over the 6-month patient X

Questions recruitment period

Post-study Survey After patient enrollment is nearly completed X
(approximately 30 telehealth visits)

Qualitative Interviews with Site After patient enrollment is completed X

Principal Investigator and Key

Staff

12 Month Post-Initial Visit Used to collect 12-month post-initial visit X

Exacerbation CRF exacerbation data for patients at selected
sites who consented

6.1.2 Procedures

Patients will be recruited from approximately 15 to 20 clinical sites in geographically diverse
locations across the US. Clinical site staft will identify and verify the initial eligibility of
potential participants through a review of patient records. Clinical sites may identify potential
participants through daily telehealth visit schedules, chart/database/emergency medical record
reviews, or recruit via advertisement (Asthma and Allergy Network only) (Appendix X).
Clinical site staff and/or prescribing HCPs will ensure the completion (either self- or
interviewer-administered) of the AIRQ™ and the AIRQ™ 3-month Recall when follow-up
visits may occur during the study follow-up period of 6 months after enrollment, complete the

assessment component of the Asthma Checklist, and implement educational resources
(PRECISION program), as well as complete the Clinical CRF and the Follow-up Clinical
CRF for all patients throughout the study.

At the start of patient enrollment, Evidera will provide each clinical site with Participant
Packets for all study participants. Each packet will be labeled with a unique participant
identification (ID) number, and all forms included in the packet will have headers pre-
populated with the same unique participant ID number. The packet will include the Patient
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Verbal Informed Consent Script, which includes consent/assent documentation, the AIRQ™,
the Clinical CRF, which includes the Assess component of the Asthma Checklist (page 1
only), the AIRQ™ 3-month Recall, and the Follow-up Clinical CRF, which includes the
Assess component of the Asthma Checklist (page 1). Note that the Assess component of the
Asthma Checklist is mandatory for this study, while the Adjust and Review Responses
component of the Asthma Checklist (pages 2-3) will be used at the discretion of the HCP. The
AIRQ™ 3-month Recall and the Follow-up Clinical CRF will be paper clipped and printed on
yellow paper to differentiate these two follow-up forms from the baseline forms that are
completed during the initial visit. The patient will complete the AIRQ™ before seeing their
HCP at the initial visit (telehealth or in-person), and the AIRQ™ 3-month Recall before
seeing their HCP at the follow-up visit (telehealth or in-person). Training will be provided to
sites on options available for administering the AIRQ™ (i.e., digital vs paper formats).

Before or during the initial visit, a clinical site staff member will introduce the study to the
patient using the Patient Verbal Informed Consent Script. The scripts provide an overview of
the purpose and nature of the study and will be used to obtain verbal consent from the
patient/guardian, as well as assent from those participants under the age of 18 years. For
patients 18 years or older, the site will document that the patient provided verbal consent. For
patients aged 13-17 years, the site will document that the parent/guardian has granted consent
and that the patient has provided assent. The clinical site staff will document patient eligibility
and interest using the Recruitment Tracking Log (Appendix Y), including documentation of
the number of patients who choose not to participate or are ineligible.

Once the patient has provided verbal consent/assent to the clinical site staff to participate in
this study, and the clinical site staff has documented that the patient has provided
consent/assent (Patient Verbal Informed Consent Screening Script), the clinical staff will
ensure that the patient completes the AIRQ™ before seeing the HCP. After the questionnaire
has been completed, clinical staff will ask the participant if they would be willing to complete
an additional brief survey following their visit and at 3-months. If participants agree to
complete the additional survey, the clinical staff will enter the patient’s email address into a
database at YouGov so that YouGov may send a survey link to the participant within 48 hours
of enrollment (English Version: Appendix Z; Spanish Version: Appendix AA). The survey

link will include the following questionnaires: the ACE Questionnaire, ||| | [ [ SN TGN
I 2 the Patient Sociodemographics Questionnaire. Participants will

be asked to complete the survey within seven (7) days. Up to two email reminders will be sent
to participants who have yet to complete the survey within approximately one week (7 days)
of receiving the initial e-mail with the survey link (English Version: Appendix BB; Spanish
Version: Appendix CC).
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The clinical site will be responsible for completing a Clinical CRF, which also includes the
assessment content of the Asthma Checklist (page 1), the AIRQ™, and the Follow-up Clinical
CRF with each participant. All patient materials (e.g., questionnaires, resources) will be
available in both English and Spanish.

Upon completion of the AIRQ™, the clinical staff member will provide ALL materials in the
enrollment packet to the HCP conducting the clinical visit (telehealth or in-person). The HCP
will review the AIRQ™ results and total score during the clinic visit. If the HCP feels it is
appropriate, he/she may discuss with the patient his/her responses to individual screener
questions. The HCP will then use the AIRQ™ results in conjunction with the Asthma
Checklist and education materials (PRECISION program) with the patient to guide the
discussion of the patient’s asthma assessment, management, and treatment plan. Following the
clinic visit (telehealth or in-person), the HCP and site staff will complete the Clinical CRF,
which also includes responses to the Assess component of the Asthma Checklist and
documentation of study eligibility and consent.

If a follow-up patient clinic visit occurs after the initial visit, the site staff/HCP will be asked
to ensure that the participant completes the AIRQ™ 3-month Recall, using the same
procedures as the initial telehealth visit. A Follow-up CRF form will also be completed during
this visit. Note that patients will not be asked to complete additional questionnaires at the
follow-up visit.

The study team originally planned to collect exacerbation data to compare 12 months pre-
initial visit to 12 months post-initial visit among patients from third-party payer sites.
However, these sites were unable to participate in the study. Therefore, high performing sites
were selected to recontact their participants to ask if they would be willing to participate in a
chart review to be conducted 12 months after their initial study visit. If patients agree, sites
will use a new verbal consent script specific for the 12-month post-initial visit exacerbation
data. For patients who consent, the site will complete a 12-month post-initial visit
exacerbation CRF form. Data will only be collected for patients who provide their verbal
consent. Verbal consent will be documented on the 12-month post-initial visit exacerbation
CREF form. This will be compared to the exacerbation data 12 months pre-initial visit, which
was collected as part of the planned clinician-completed CRF form. Evidera will host a 30-
minute conference call with each clinical site for up to four (4) time points (touchpoints) at
Months 1, 2, 3 (optional), and 6 to discuss the use of the PRECISION tools, address site
questions, and discuss a set of touchpoint questions that focus on the challenges and
facilitators of implementing the PRECISION program. These meetings will also be used to
identify any sites that may benefit from participating in a re-training session (budget assumes
up to six sites will need re-training). The optional month three (3) touchpoint will be based on
whether the site is having any difficulties with the study.
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After patient enrollment has been completed, prescribing providers at clinical sites, nurse case
managers, or the asthma coaches from the telehealth component of Asthma and Allergy
Network who treated at least 10 patients will complete the Post-study Survey. Evidera will
provide the participating HCP with Post-study Survey, via an email PDF attachment (to be
self-completed by the HCP). The emailed survey will have a pre-populated header with a
unique participant ID number.

Approximately nine months following study implementation, Evidera will conduct telephone
interviews with key staff and site principal investigators (up to three staff members per site).
Interviews will follow a semi-structured interview guide to elicit from participating HCPs the
advantages and disadvantages of implementing AIRQ™ in their clinic, their process for
implementing these tools, what could be improved to facilitate implementation, and any
unforeseen potential effects of implementing these tools. Interviews will be conducted via
telephone and are expected to last approximately 60 minutes. Interviews will be audio-
recorded and transcribed.

Patients will complete the following measures:

e AIRQ™ 12M
e AIRQ™ 3-Month Recall (as appropriate)
e ACE Questionnaire (for those who agree; initial visit only)

e Patient Sociodemographics Questionnaire (for those who agree; initial visit only)

HCPs will complete the following measures:

Clinical CRF

Follow-up Clinical CRF (if appropriate)

Clinal Site Touchpoint Questions

Post-study Survey

Qualitative Interview

12-month Post-Initial Visit Exacerbation CRF (when applicable)

6.1.3 Quality Control
6.1.3.1 Responsibilities

Evidera Responsibilities Clinical Site Responsibilities Website Host Responsibilities
Contract directly with clinical Complete and return all
sites institutional review board (IRB)-

required documentation to
Evidera, as needed
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Evidera Responsibilities

Clinical Site Responsibilities

Website Host Responsibilities

Develop and provide to sites all
necessary IRB materials and
forms for the patient screening
process

Participate in a 60-minute training
session about the study, conducted
by Evidera

Submit IRB paperwork on behalf
of the sites to the central IRB, or
assist sites with local IRB
submissions

Ensure that appropriate training
has been provided for all staff
involved in the study

Collect, monitor, and store data
using DataFax—a direct fax-to-
computer (or PDF-to-computer)
data management system

Maintain patient confidentiality;
Enter patient’s email address into
the YouGov® system on the day of
recruitment

Develop training materials for the
training sessions for relevant site
investigators and coordinators
before study launch

Recruit and screen patients using
the Verbal Informed Consent and
Recruitment Scripts provided, and
obtain verbal consent/assent

Continually monitor patient
recruitment

Track recruitment efforts in the
Recruitment Training Log

Remunerate sites

Provide Evidera project staff with
weekly updates on screening and
recruitment progress

Contact sites for data queries on
completed or missing forms

Ensure that all necessary
questionnaires and forms are
completed

Host the study website which
includes the Asthma checklist
and educational materials, as
well as maintain and track all
views to the site (i.e., number of
time the HCP clicks/PDF views
the Asthma Checklist and
educational resources)

Lead study closeout procedures,
with the help of clinical site staff
(e.g., closing out the study with
the IRB)

Complete Clinical CRFs for all
enrolled patients after interest has
been obtained

Statistical analyses

Designate one staff member to be
Evidera’s point of contact during
implementation, and provide
Evidera with that person’s direct
telephone number

Adverse event (AE) reporting of
AstraZeneca products

Promptly respond to data queries
from Evidera

Maintain appropriate and
confidential project files
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Evidera Responsibilities Clinical Site Responsibilities Website Host Responsibilities

Adhere to all site-related
procedures outlined in the protocol

Perform required study closeout
procedures

AE reporting (as outlined in
section 6.3)

Monitoring

Before the first subject is recruited into the study, Evidera will perform the following
activities:

Establish the investigator’s capability to appropriately select the sample

Discuss with the investigator(s) (and other personnel involved in the study) their
responsibilities with regards to protocol compliance, and the responsibilities of
AstraZeneca or its representatives; this will be documented in a Study Primary
Agreement or equivalent between AstraZeneca/delegate and the investigator.

Evidera can implement different activities to ensure compliance with AstraZeneca standards

of quality. These activities could include but are not limited to:

Contact the sites to:

Provide information and support to the investigator(s)

Confirm that the research team is complying with the protocol, and that data are being
accurately recorded in the CRFs

Ensure that the consent/assent documentation portion of the eligibility section of the
Clinical CRF are signed, and screening scripts are stored at the investigator’s site
Ensure that the CRFs are completed properly and with adequate quality

Monitor activities for:

Ensuring that consent/assent is documented in Patient Verbal Informed Consent Script
and the Clinical CRF

Evidera will host a 30-minute conference call with each clinical site for up to four (4)
time points (touchpoints) at Months 1, 2, 3 (optional), and 6 to address site questions,
and discuss a set of touchpoint questions that focus on the challenges and facilitators
of implementing the PRECISION Tools.

Training of Study Site Personnel

The principal investigator will ensure that appropriate training relevant to the study is given to
investigational staff and that any new information relevant to the performance of this study is
forwarded to the staff involved.
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6.1.3.2 ePRO Programming and Hosting

A Health Insurance Portability and Accountability Act (HIPAA)-compliant vendor
specializing in electronic data capture will be responsible for the programming and hosting of
the electronic patient-reported outcome (ePRO) data management system to collect and
monitor data captured by the patient questionnaires. The quality assurance process will
include extensive end-to-end testing, as well as a pre-test of data export and tabulations before
launching with a live sample. During data collection, the web survey responses will be tracked
by unique participant identifiers—not participant names.

Quantitative data from the clinical CRF will be transmitted via a secure SharePoint site
directly into the electronic system database, DataFax. Data discrepancies will be identified
and resolved.

6.1.3.3 DataFax CRF and Database Setup

The AIRQ™, the AIRQ™ 3-month Recall, Clinical CRF (which includes eligibility and
consent documentation and the Asthma Checklist Assess content), the Follow-up Clinical
CRF, and the Post-study Survey will be collected and managed using the DataFax system,
according to Evidera’s standard operating procedures (SOPs). Before data collection, data
verification guidelines regarding out-of-range values, inconsistent responses, and data checks
will be developed; and a testing of the DataFax system will be conducted.

CRF data will be optically entered into the study database upon transmittal via DataFax; once
received, each CRF will be processed and reviewed by two trained project team members. The
first-level reviewer will review all CRFs, while the second-level reviewer will review any
items the first-level reviewer flagged or queried. Discrepancies or queries that are not resolved
by the data entry staff will be forwarded to the sites for resolution.

6.1.3.4 Database Management

A database for all quantitative data collected in the interviews from the paper-completed
questionnaires (e.g., AIRQ™, Clinical CRF) will be developed, tested, and validated using
DataFax software. DataFax is a direct fax-to-computer (or PDF-to-computer) data
management system that uses optical character recognition (OCR) software for collecting
study CRFs that are sent directly into the system. DataFax is a Food and Drug Administration
(FDA) Title 21 Code of Federal Regulations (CFR) Part 11 Compliant system that provides a
time-stamped electronic audit trail for the creation, modification, or deletion of electronic
data, and is required for studies seeking FDA regulatory submission.
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6.2 Protection of Human Subjects

This community program intervention study will be performed following ethical principles
that are consistent with the Declaration of Helsinki, International Council for Harmonisation
(ICH), Good Clinical Practices (GCPs), and the applicable legislation on non-interventional
and/or community program interventional studies.

The investigator will perform the community program intervention study in accordance with
the regulations and guidelines governing medical practice and ethics in the study’s country,
and in accordance with currently acceptable techniques and know-how.

The final community program intervention study protocol, including the final version of the
subject Informed Consent Form, must be approved or given a favorable opinion in writing by
the ethics committee/institutional review board (IRB)/independent ethics committee (IEC).

The ethics committee/IRB/IEC must also approve any amendment to the protocol and all
advertising used to recruit subjects for the study, according to local regulations.

6.2.1 Patient Informed Consent

Clinical site staff will be responsible for ensuring that each participant is given full and
adequate oral information about the study’s nature, purpose, procedures, risks, and benefits.
Participants will also be notified that they are free to withdraw from the study at any time.
Participants will also be informed that, should they choose not to participate in all or any part
of the study, their current or future treatment at the site will not be affected. Participants will
be given the opportunity to ask questions and allowed time to consider the information
provided. Participants will be required to provide verbal consent/assent to participate in the
study. Clinical site staff will be responsible for documenting patient consent/assent by
initialing and dating the patient verbal informed consent/assent. Script, documenting
eligibility and consent in the Clinical CRF, and acknowledging that the patient agreed to
participate in the study.

The participant’s verbal consent (adults or parent/guardians) and verbal assent from minors
must be obtained and documented before any specific procedures for this implementation
study are performed, including:

e Administering the AIRQ™
e Obtaining email address for follow-up questionnaires
e Completing the Clinical CRFs

The Investigator must store the original Patient Verbal Informed Consent script documenting
verbal consent/assent in a secure locked location.
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This study involves participant-completed measures for information purposes only; the study
does not involve the use of an investigational drug or device. There are no known risks or
benefits to participants. During or following the research study, patients may become more
aware of how they feel about their condition—and how their condition may affect certain
aspects of their lives. Patients will be encouraged to talk with their asthma provider about their
questions or concerns. The elements of federal regulations about consent procedures,
disclosure of potential risks and benefits, and patient confidentiality will be strictly observed.

6.2.2 Health Care Practioner and Key Clinical Site Staff Informed Consent

Health care practitioners (HCPs) (e.g., doctor, specialist, nurse practitioner, pharmacist,
asthma educator, care coordinator, physician assistant) and key clinical site staff (e.g., site
coordinator) will be provided full and adequate written information before consenting to
participate in the Post-study Survey and full and adequate oral information before
participating in the semi-structured interviews about the nature, purpose, procedures, risks,
and benefits of the survey and interview. HCPs/key clinical site staff participants will also be
notified that they are free to withdraw from participating in the survey or interview at any
time. Participants will also be informed that, should they choose not to participate in all or any
part of the survey or interview, their current or future employment at the site will not be
affected. HCPs/key clinical site staff participants will be given an opportunity to ask questions
and given time to consider the information provided. Before completing the Post-study
Survey, HCPs will consent to participate in the study by ticking a box that indicates that, by
completing and returning the form, they are voluntarily agreeing to take part in the survey.
HCPs/key clinical site staff participating in the semi-structured interviews will be required to
provide verbal consent to participate in the interview. Research staff will be responsible for
documenting the HCP and key clinical site staffs’ verbal consent by initialing and dating the
HCP/key clinical site staffs’ verbal informed consent in the verbal consent script.

The Researchers must store the original HCP/key clinical site staff Written (for Post-study
Surveys) and Verbal Informed Consent (for qualitative interviews) scripts documenting
consent in a secure locked location.

6.2.3 Confidentiality of Study/Participant Data

All data collected will be strictly confidential, in accordance with local, state, and federal law.
Personnel from the following organizations may examine the research study records: Evidera,
AstraZeneca and its affiliates, and regulatory agencies (such as the FDA and the IRB). Only
clinical site study staff involved in participant recruitment, clinical data extraction, and
questionnaire administration will know the identities of patients. Staff will be instructed to
maintain complete confidentiality of all collected data. Participant data files collected by
clinical sites and shared with either Evidera or AstraZeneca will be kept in a locked file
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cabinet separate from their identifying information and will be destroyed per Evidera’s SOPs
after a period of 15 years. The summary report generated from the completed questionnaires
will not contain any participant-identifying information. Medical data collected will not be
associated with personal health identification data. All study data will be de-identified.

Evidera retains records for a minimum of two years on-site, and an additional five years off-
site. Upon enrollment, participants will be assigned unique ID numbers, which will be used to
track participants throughout the study. Only the unique participant ID numbers and
participant initials will be entered into the database and recorded on the participant
questionnaires—not participant names.

This descriptive study will be performed in accordance with ethical principles that are
consistent with the Declaration of Helsinki, ICH, GCP, and the applicable legislation on
community program intervention studies.

The investigators will perform this descriptive study in accordance with the regulations and
guidelines governing medical practice and ethics in the descriptive study’s country, and in
accordance with currently acceptable techniques and know-how.

The final descriptive study protocol must be approved or given a favorable opinion in writing
by the ethics committee/IRB/IEC.

The ethics committee/IRB/IEC must also approve any protocol amendment and all advertising
used to recruit subjects for the study, according to local regulations.

6.3 Collection and Reporting of Adverse Events/Adverse Drug
Reactions

This is a community program intervention study, with no requirements to actively collect AEs
during the study, since study enrollment is based on disease diagnosis and does not require the
administration of an AZ drug. However, if an investigator (or patient) would like to report an
AE that is not required to be collected, this can be reported as a spontaneous report according
to local regulations and procedures.

It is also not required to report potential AEs based on answers to the following patient-
completed assessments: AIRQ™, AIRQ™ 3-month Recall,- and ACE™,

The rationale is:

a. The signs and symptoms collected by these instruments are prevalent among asthmatic
patients. It is not feasible to evaluate associations between a specific drug and events
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reported by patients based on these instruments, due to a lack of baseline disease
information and a temporal relationship of drug and event.

Patients will be informed that their healthcare providers (including clinic study staff and their
clinicians) may not be reviewing their responses to the study questionnaires in real-time. They
will be instructed to report any health concerns or issues that they may experience directly to
their healthcare providers.
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APPENDIX A. PATIENT VERBAL INFORMED CONSENT SCRIPTS
(FOR > 18 YEARS) (ENGLISH VERSION)
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APPENDIX B. PATIENT VERBAL INFORMED CONSENT SCRIPTS
(FOR > 18 YEARS) (SPANISH VERSION)
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APPENDIX C. PATIENT VERBAL INFORMED ASSENT/CONSENT
SCRIPTS (FOR < 18 YEARS) (ENGLISH VERSION)

APPENDIX D. PATIENT VERBAL INFORMED CONSENT SCRIPTS
(FOR < 18 YEARS) (SPANISH VERSION)
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APPENDIX E. AIRQ™ (ENGLISH VERSION)

Q) Asthma Impairment and Risk Questionnaire (AIRQ™)

PREC|SHIMN

For use by health care providers with thelr patlents 12 years and older who have been
dlagnosed with asthma. AIRQ™ Is Intended to be part of an asthma clinle visit.

Please answer all of the questions below.

In the past 2 weeks, has coughing, wheezing, shortness of breath, or chast tightness:

1. Bothered you during the day on more than 4 days?
2. Wolke you up from sleep more than 1 time? Yes
3. Limited the activities you want to do every day?
4. Caused you to use your rescue inhaler or nebulizer every day?
e e =
o o - =1 b
3 __' q r ; | =t L
R [=— - - iy = 5
- = [ =4 —=. &
Prmatens” MST Pro&ir HFA (Tavs ProAir Respklick” Priveatl® HFA [ Hark Shap Wanoolin® HFA Moparna: HRA® (Sunmvion ﬂbmmlmhlu'mpﬂmf
Amphasar Rispiratony, LLC) iTava Respirstory, LLC) & Dobme Corp, 2 Sabsidary G smithkina) Phammanatosls Inc) {Sunivion Pharmacsutioals inc)y
Pramacsuticals) or or of Marck & Co, Inc.) or ar ar
o Albukarol suifata Albtarol suifats o Afutored sittxio L tartrate L HTl
Epinaphring Albukarol sufaks
Pleas sae all pracibing i @il products.
In the past 2 weels:
5. Did you have to fimit your social activities (such as visiting with friends/relatives
or playing with pets/children) because of your asthma? Yoz

6. Did coughing, wheezing, shartness of breath, or chest tightness limit your
ability to exercise?

B &
€& &

7. Did you feel that it was difficult to control your asthma?

In the past 12 moenths, has coughing, wheezing, shortness of breath, or chest tightness:
B. Caused you to take sterold pills or shots, such as prednisone or Madrof**?

9. Caused you to go to the emergency room or have unplannad visits to
a health care provider?

10. Causad you to stay in the hospital overnight?

B
GGG

9
g
<
m
w
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What Does My AIRG™ Score Mean?

The AIRG™ is meant to help your health care providers talk with you about your asthma control, The AIRG™
does not diagnosa asthma, Whatever your AIRQ™ score (total YES answers), it is important for vour health
care team to discuss the number and answers to each of the questions with you. All patients with asthma, even
those who may be well-controlled, can have an asthma attack. As asthma control worsens, the chance of an
asthma attack increases.! Only your medical provider can decide how best to assess and treat vour asthma.

dke'Action Together to Control Asthma
( 7 8 9 10

o1

5140
Very Poarly Controlled

"Hadrol Pz e or mathyprediiscione
Thi tracmarks depictad above ars tha property of el respecties ownars.

Walobal Strategy For Asthma Managemant and Prevemtien: 2020 Global Infbaties for Ssthma

AgmTarsca All rights ressrved, ARG™ |5 a trademark of Astra Zeneca.
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APPENDIX F. AIRQ™ (SPANISH VERSION)

Evidera 138

Participant ID Verification Code Date

Page 1 of 1

| L1 [T T] L J2lof T ]

TR Cuestionario sobre la afectacion y el riesgo en

way el asma (AIRQ™)

Para uso de los proveedores de atencion médica con sus pacientes mayores de 12 afios que hayan sido
diagnosticados de asma. El AIRQ™ esta disefiado para formar parte de una visita a una clinica de asma,
Por faver, ponda todas las preg a continuacio

Enbsmw Ia 'to-,ﬂla’ sl'Nlianda,ﬂla dlﬁtntt;d p‘anrm;ptn; 6 la pvo;ton Vcnre‘l petho

1. gLe molestoron en of ronscurso del dio durante mas de cuatro dias? Si ' No
2. slo deipertoron mas de una yez? Si [ No
3. glimtaron los octividades que ea eoizar todos los dias? Si [ No
4. wHicieron gue fuviera que usar su mhalador de rescate o nebulizador todes los dias? Si_ | No
— Pr— = .
- = =, =
;-q E B i = P
- o du o ~— ¥
Prvitae M5 Pk VA (s o A PaspiCld (T rossetll A Meck Shap Ve 12 fopere WA Gurewen  Oues s sbutdl @ eperat
(Avphetar Raphonry LT 2nprewy L.C A Do re Corg., urm flaer o ) ]
Prumacstran| = = o 82 B = a oo
u ulendestioos  wivndestues . wists deabutwd  rvelch eelates WvobohsliCl
prwiTe ufem de stz rwy
Por fwrr, cormuhtn b Hicha ticrics complets de bados los rediictar.
En las gitimas dos semanas:
5 aluve que Imitor sus actividades socicles [como vEitar a amigos/panantas o jugar con
mascotas/ninos) debido a su asma? Si | No
i alafos, lo shilancia ki diicutlad para respirar o la presion en el pecho limifaron s
dod de hocer eje Si [ No
7. y que era dificll controlar su asmao? Si | No
En los {itimos 12 meses, 1a tos, la sibilancia, la dificultad para respirar o la presion en el pecho:
8 zHicieron gue tuviera que usar pastilas o inyecciones de corficostercides, como
predniszona o Medrol®*? Si | No
9 sHcieon que fuviera que ir a uno solo de emergencias o consultos no plordicadas
1 Un prove 1 de at n médica? Si | No
10, gHicleron que tuMera gue permanecer en el hopital durante ka noched Si | No

Total de respuestas "Si"
£Qué significa mi puntuacién AIRQ™? ¢ :

B AIRG™ tiene como obielivo ovudar G 5us pIoveedorss de alencion medica a hoblkar con usted sobve el C
asma. 8 AIRG™ no diognostica el asma. Cuciquiera gue ac su puntvaciin de ARG™ (total de respuestas
s Imporifante que %J equipo de clencitn Mmédica conver: on yded ocerca del niUmero que obienga v los respuesiasa
cada una de kis preguntas, Todos los pacientas con asma, hchise equelics que poarion esfor bien confreiados, pueden
lener una critis asmdlica. A madida que &l coniol dal asma empecea. la probobilidod de skl una crisls asmalica
aumenia.l Solamenie su proveedor médico puede decidr ia mejor monera de evaluar y fratar su asma.

SO DrFCREETRRIOEN BT )y [0S pacientes acttan juntos para
! ECNLEBIAr o asma

o1
Biea controeada

Hire V0 e e s Lo

o Bt Gy ol IS § b

10 At Zenacn. Todos ke derschos reesnadoe 1%

AIRQ™ (Spanish version) EVA-26645-03 18 February 2021
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APPENDIX G. AIRQ™ 3-MONTH RECALL (ENGLISH VERSION)

Evidera 138 Evidera Page 1 0of 1

Participant ID Verification Code

LIT DT (111 |_|_||_|_|_||_|_|_|_l20

Asthma Impairment and Risk Questionnaire (AIRQ™)

For use by health care providers with their patients 12 years and older who have been
diagnosed with asthma. AIRQ™ is intended to be part of an asthma clinic visit.

Please answer all of the qustlons below.
In khe M has coughing, wheezmg, shortnas of bream, or ch& tightness:

1 Bothered you during the day on more than 4 days? Yes No
eep more than 1 time? Yes No

2 Woke you up from s

3. Umited the activities you want fo do gvery day? Yes No
4. Caused you 1o use your rescue inhaler or nebulizer gvery day? Yes No
T
iy —_—
q V- 19 ‘
a VU —

et NIST ProAln HIA (Tva Evohle R D Veitsie 1 HFL Lgwtiorn HIN (Comovion Mu- 5 Gadhate of Xogameeed
(Amptaest Respreatony, LLC (Tews Respratory, 1LO) (oot P et sk I ) o P ety oy Lo
Pharmcedtican) o o o o
Auterst sutate Abuterct vetate ‘. Reterot uttate Crvabatercs tatiate pre—
pneghere Abuterss wllats

Plesta tae ol prescribing intormaton for all products

wilh friends/relatives
ma? Yes No

ol octivitie:
en) because of y

6. Dk eezing. shoriness of breath, or chest tightness imit your
Y Yes No
1. Did you feel that it was difficult to control your asthma? Yes No
In the past 3 months, has coughing, wheezing, shortness of breath, or chest tightness:
8 Caused you to take steroid pills or shots. such as prednisone or Medrol®*2 Yes No
9. Caused you to go fo the emergency room or hove unplanned to
a health core pro Yes No
10. Caused you to stay in the hospital overnight? Yes No
Total YES Answers
What Does My AIRQ™ Score Mean?
The ARQ™ s meant fo he! p ,r\_w health care ders talk with you about your asthma control. The AIRQ™
or your h h

with asthma, eve:
the chan

O
vers lo each of the ¢
ve an asthma afic

ol worse
ess and treaty

who may be
asthma attock inc
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APPENDIX H. AIRQ™ 3-MONTH RECALL (SPANISH VERSION)

Evidera 138 Evidera Page 1 of 1

Participant ID Verification Code

HEEpEEE L1 1] Ll_lLl_l_lLZI_Ql_l_l

Cuestionario sobre la afectacion y el riesgo en
el asma (AIRQ™)

Para uso de los pr d de i6n médica con sus pack Y de 12 aios que hayan sido
diagnosticados de asma. El AIRQ™ esta discfiado para formar parte de una visita a una clinica de asma.
Por favor, resp todas las preg a cio
En las gltimas dos semanas, la tos, la sibilancia, la dificultad para respirar o la presion en el pecho:
1. gLe molestaron en &l Tanscunio del dio durante mis de cuatro dias? Si  No
2 glo despertalon mas de una yez? Si  No
3 almitaton ks octlividodes que desea realzar todos los dias? Si  No
4 iHicieron que tuviera que usar su inhalodor de fescale o nebulzodor todos los dias? Si  No
=: —_— —
B = - .
= - =» —SN 3
EAE Bl E ‘L
e - o =
A A e .‘l'i.(ltl".n hn-nl i oy o Saperme W A Carown afa ebrwws o Aymrwt
ey, LLC) ] Corvee Corp. e R (G ) e
btriy s
VAPPSR u T e
otem o sta e

P P onsme W Ml 1ecsbo s CAVOWES €0 taden Lot (8 alerten
En las Gitimas dos semanas:

que limiar sus octividades sociales (como visitar o amigos/parientes o jugor con

MOICOIC/NIN0E) debido ¢ s asMmad Si  No
6. alo tos la sibiloncio. o dfic v!ad poro respiror © lo presion en el pecho Imitoron su
~1r~'11r‘dn'n or 0jo Si | No
7. aSintis que era dificl corn sy asma? Si No
En los Uitimos 1 meses, la tos, la sibik la para resp o la p en el pecho:
8 aMicieron que fWwisia que war paitlion o nyeccionss de corficosleroides coms
prednisona © Mecrol®*? Si  No
9. aHicieron que tuviera Que ir @ UNa 30Ia de emergencias © consuitas no plonficadas v
con un proveedor de atencion médicao? Si | No
10. aHicieron que tuvieta que permanecer en ol hospllal durante ka noche? Si  No
Total de respuestas “Si”
2Qué significa mi puntuaclén AIRQ™?
8 ARO™ tone { 0 QNENCHN MECEca © hORIY SN wited 1009 @ CONMOl U@ By

auna. El AIRG™ no diog <
o1 importonte que v equipo de glenc

% W0 W PUNIVoCKn % AIRG™ (10101 G% reipueitos aflrmativas)
con vited OC 0 del numero Que oblengo y 01 respuestos o
COOa VN0 Oe 103 preguntos. Todos s pocienies Con 0IMO, NCWIO aquelas que podkion esiar bien controlodos, pueden
tener una Criss aIMAtico. A medido que &l conirol del OsMa empPera, K PrObOLIlGOd de wirr una crsis comélico
oumenta.l Solamente w proveedor medco puade deciddr ia mecr maner de evaluar v ralar w aima

FESRISRIENCIONIMedIca y l1os pacientes actuan juntos para
EONKEo)ar el asma

5
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APPENDIX I. CLINICAL CASE REPORT FORM (CRF)

Evidera 138 Site

Evidera # 128 Plate # 001 Visit # 000

Participant ID Date of Visit

HEgEEE LI LI T ][220l 1]
YYYY

oD MMM

Clinical Case Report Form

Part 1. ELIGIBILITY

Please check YES or NO for each of the following criteria:

Page 10f7

to participate in the study

INCLUSION CRITERIA YES NO
1. 213 years of age at the time of enroliment O O
2. Prior diagnosis of physician confirmed asthma O O
3. Able to read, understand, and speak English or Spanish sufficiently to self-
complete or be administered the AIRQ™ via telephone, desktop computer, O O
or mobile device (e.g., smartphone, iPad)
4. Provide consent (adults/parents/guardians) and assent (age 13-17 years) 0 0

ALL of the above inclusion criteria questions must be YES for the patient to be eligible for inclusion.

EXCLUSION CRITERIA YES NO
1. Current diagnosis of active COPD or any lower respiratory diagnosis other 0 0O
than asthma.
2. Has a cognitive impairment, hearing difficulty, acute psychopathology,
medical condition, or insufficient knowledge of the English or Spanish
language that, in the opinion of the investigator, would interfere with his O O
or her ability to agree to participate and/or complete the AIRQ™ or other
study guestionnaires
If ANY of the above answers to the exclusion criteria is YES, the patient is NOT ELIGIBLE for
participation in this study.
The patient is eligible to participate in the study: [JYes [ No
| certify that the above information is comrect.
Investigator Signature:
pate: L1 | L1 1 1 [2[0] [ |
DD MMM YYYY
Clinical Case Report Form EVA-26645-03 16 March 2021
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Evidera 138 Site

Page 2 of 7

Evidera # 138 Plate # 002 Visit # 001

Participant ID Date of Visit

HEgEEE LI LT ][2]o] ]
YYYY

oD MMM

Part 2. VERBAL CONSENT/ASSENT

For patients 13-17 years of age: Did the parent/guardian provide consent?

Oves OnNe Ona

For patients 13-17 years of age: Did the patient provide assent to participate?

Oves OnNo Ona

For patients > 18 years of age:  Did the patient provide verbal consent to participate?

Oves OnNe Ona

Initials of person obtaining consent/assent :

Date of consent/assent: | I || I I ||2|OI I |

(]3] MMM YYYY,

Part 3. CLINICAL INFORMATION

Platform used for appointment : O telehealth In-person office visit

2. During the visit, how was the AIRQ™ administered?

O interviewer [ Patient self-completed

During the visit, was the patient able to see their risk score on the ruler included in the AIRQ™?

- O ves O no

IF yes, how were patients able to view their risk score?

[ on their phone

[ on their computer

O Paper capy of AIRQ™ mailed to patient before the visit or provided at in-person visit
O other, please specify:

4. Age (years): D:l

Clinical Case Report Form EVA-26645-03

Observational Study Protocol Form
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Form Doc ID: AZDoc0059948
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Evidera 138 Site Page3of 7
Rl ererrrrrrrrenrrrrrrrrn
Evidera# 128 Plate # 002 Visit # 001

Participant ID

5. Sex: Omale [Ofemale Dnon—binary O other:

6. How would you rate this patient's asthma severty?
O intermittent
O mid persistent
O moderate persistent
O severe persistent

. Age of asthma diagnosis: D:l O Unknown

|

[=a]

. What is your assessment of the patient’s overall asthma control?
O Completely controlled
O well controlled
O somewhat controlled
O Poorly controlled
O Not controlled

9. Did the patient previously have COVID or do they currently have COVID?
Oves ONo [Ounknown

10. What type of health insurance coverage does the patient have? (Check all that apply)
O Third-party payer (for example, United Healthcare, Blue Cross/Blue Shield, Aetna)
O Managed care organization
O Tricare (military health insurance)

[ Affordable Care Act (ACA)

O Medicare

[ Medicaid

O self-pay

O None

O other (please specify):

11. Patient’s state of residence: |:|:|

Clinical Case Report Form EVA-26645-03 16 March 2021
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Evidera 138 Site

Page 4 of 7

Clinical Case Report Form

Evidera # 138 Plate # 004

Participant ID

Visit # 001

12. Please indicate the medication the patient has taken for the past 3 months:

Please check all that apply.

Oics only
[ Low dose
[ Medium dose
O High dose
OicsiLasa
[ Low dose
[ Medium dose
O High dose

OLaBa (Single inhaled medicine, not in a fixed-
dose combination with an ICS or ICS/ILAMA)

Ovrama (single inhaled medicine used with or
without other inhaled therapies or alone)

OicsiLaBaLama (fixed-dose combination)
[ Leukotriene modifier

O Theophylline Preparations

O Macrolides Add-on Therapy

Biologics

O Cingair (reslizumab)
O Dupixent (dupilumab)
O Fasenra (benralizumab)
O Nucala (mepolizumab)
O Xolair (omalizumab)
O other:

Rescue Therapy
1 saBA alone with no maintenance therapy
] sABA with maintenance therapy

[ Primatene Mist as a rescue and no maintenance
therapy

[ Primatene Mist as a rescue with maintenance
therapy(s)

Cics+sABA as rescue therapy alone

Cics+sABA as rescue therapy with maintenance
therapy(s)

O Fixed dose combination fast-acting LABA/ICS
alone as rescue

[ Fixed dose combination fast-acting LABAJICS as
rescue and maintenance therapy

[ saBA as rescue therapy via nebulizer with other
rescue or maintenance therapies

[ saBA as rescue therapy via nebulizer without
other rescue or maintenance therapies

Chronic Oral Corticoid Steroid Therapy
O prednisone

O other (specify):

mg dop Oaoob

Note: please see Appendix DD for a description of drugs in each class listed above

Observational Study Protocol Form
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Evidera 138 Site Page 50of 7
INNN I IR I A
Evidera# 128 Plate # 005 Visit # 001

Participant ID

13. Other health conditions (Please mark all boxes that apply with an “X.7)

[0 No other health conditions [0 chrenic Obstructive Pulmonary Disease
(COPD)

O Allergy diagnosed by blood or skin testing
O chronic sinusitis

O Allergic rhinitis (nasal allergies, “hay fever”)

O Aeroallergens [ Depression

O Heart disease (history of heart attack, heart [ Diabetes

failure, or heart valve problems) O Emphysema
O Anxiety 0 GERD (heartburmn/reflux)
O Anaphylaxis (severe allergic reaction to a O Hypertension (high blood pressure)

food, bee sting, allergy shot, medication, or O Nazal Polyps

other) s A

se nea
O Arthritis i
£ i it : O stroke

O Aspirin sensitivity (aspirin causes hives, 0 —_

swelling, or breathing problems) Other (specify):

[J Unknown

O Atopic dermatitis/Eczema
[ chrenic bronchitis

14. Was spirometry lung function testing performed on this patient in the last 12 months?

O Yes (Record below): Dateofmostrecentspirometryl I || I I | |2|OI I |
DD MMM YYYY

O No

Pre-bronchodilator Post-bronchodilator

rve LT T T 10 rve LT T T 00
D:I:l % (predicted) D:I:l % (predicted)

et LT T T 10 revi LT T T 10
|:|:I:| % (predicted) D:l:l % (predicted)

FEV1/FVC ratio m - . . FEV1/FVC ratio m - . .

O Not Available O Not Available

Clinical Case Report Form EVA-26645-03 16 March 2021
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Evidera 138 Site Page 6 of 7

Evidera # 138 Plate # 006 Visit # 001

Participant ID

15. Please indicate asthma exacerbation history within the prior 12 months:

ASTHMA EXACERBATION HISTORY  [INot applicable

An asthma exacerbation is defined by a change in asthma controf requinng a course of oral steroids (i.e, at
least 3 days with at least 10 days between each burst) and/or steroid injection and/or a hospitalization for
asthma or emergency department visit for an asthma exacerbation. Importantly, record only the highest
utilization for each exacerbation, do not double count exacerbation episodes. If an OCS course was
due to a hospitalization, do not record as OCS course but as the hospitalization

15.1 Number of times in the past 12 months asthma sympfoms required an emergency department or
urgent care visit (but not an overnight stay in the hospital):

D:l ER/urgent care visits (with no overnight hospital stay) [ None

15.2 Number of times in the past 12 months that there was a worsening in asthma symptoms that required
a hospital stay for greater than 24 hours:

D:l times admitted to hospital O none
15.3 Number of unplanned ambulatory clinic visits due to exacerbation in past 12 months:

D:l unplanned visit—Please list dates of the most recent unplanned ambulatory clinic visit below
(DD-MMM-YYY)

[ none

a l

b.

15.4 How many courses of oral corticosteroids (OCS) was the patient prescribed over the past 12 months
for asthma exacerbations unrelated to emergency department, urgent care or, unplanned ambulatory
clinic visits or hospitalizations?

[ 0 ocs courses for asthma within 12 months

O 1 ocs course only for asthma within the past 12 months
[ 2 ocs courses only for asthma within the past 12 months
[ 3 ocCs courses for asthma within the past 12 months

[ = 4 0CS courses for asthma within the past 12 months
O patient is on daily OCS

15.5 Date of most current exacerbation: | I I | | I I I | D unknown
MMM YYYY
Clinical Case Report Form EVA-26645-03 16 March 2021
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Evidera 138 Site Page 7 of 7
NN IR NN I I IR
Evidera# 138 Plate # 007 Visit # 001

Participant ID

16. Following the use of the PRECISION program, which of the following will you do to the patient’s
medication after today’s telehealth visit? (check all that apply)

O Step-down of confroller medicines

O No change to the level of controller therapy
O Step-up of controller medicines

O prescribe a course of systemic corticosteroids
O Begin work-up for possible biologic

O Begin biologic: (specify):
O other: (specify):

Part 4. Asthma Checklist (Assess content only)

1. Please check the Asthma Checklist Assess items (page 1) that were considered during the visit:

o

ENTS REGARDLESS OF A!

CONSIDER FOR

[ Adherencet* AND/OR RISK F2

l:' Appropriate Therapy™

[} Asthma Action Plan's* ] Asthma Phenotyping™* ] Referral to an Asthma Specialty
Inhaler Technigque'®* — . Center, or Other Appropriate

[_:"\ 4 C | Comorbidities™ Specialist or Health Care Provider

[ Psychological Issues™ (7] Home and/or Work Exposures'24 in Your Area'

[ spirometry'2* [] Alternative Diagnoses and

Hidden Comorbidities'?

[ Tobacgo Use'™* 0 idde biditie

— Zi | Optimizing Therapy with Add-on

L Vaccinations'=&? or Advanced Treatment"?

Investigator/Coordinator Signature:

pate: L1 | L1 1 |[210] | |

DD MMM YYYY

Clinical Case Report Form EVA-26645-03 16 March 2021
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APPENDIX J. FOLLOW-UP CRFS

Follow-up Clinical Case Report Form

Evidera 138 Site Page 1 of 5
NN IN IREEEEN NN INEEEEEE
Evidera # 138 Plate # 009 Visit # 003

Participant ID Date of Visit
LI LT LI I LTI {{2fof T
DD MMM YYYY

Follow-up Clinical Case Report Form

Part 1. CLINICAL INFORMATION

1. Platform used for follow-up appointment : O telehealth O in-person office visit

2. During the visit, how was the AIRQ™ administered?
O interviewer [ Patient self-completed

3. During the visit, was the patient able to see their risk score on the ruler included in the AIRQ™ 7

[ ves O nNo

If yes, how were patients able to view their risk score?

O on their phone

O on their computer

O Paper copy of AIRQ™ mailed to patient before the visit or provided at in-person visit
O other, please specify:

4. Reason for visit:
O scheduled follow-up
[ Exacerbation
O other

If exacerbation” date of exacerbation start- | I | | I I | | I I I |
DD MMM YYYY

5. How would you rate this patient's asthma severity?
O intermittent
O mid persistent
O moderate persistent
O severe persistent

6. Did the patient previously have COVID or do they currently have COVID?
Oves Ono O unknown

Follow-up Clinical Case Report Form EWVA-26645-03 16 March 2021
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Evidera 138

Site

Page 2 of 5

Follow-up Clinical Case Report Form

Evidera# 138 Plate #010
Participant ID

Visit # 003

7. Please indicate all current medications and any changes that have occurred since the last study

visit:

Please check all that apply.

Please check all current medications the patient is taking

Oics onty
O Low dose
O medium dose
O High dose
ClicsiLaBa
O Low dose
[ Medium dose
O High dose

dose combination with an ICS or ICS/LAMA)

OLama (single inhaled medicine used with or
without other inhaled therapies or alone)

Oics/iLABAILAMA (fixed-dose combination)
[ Leukotriene modifier

O Theophylline Preparations

[ macrolides Add-on Therapy

Biologics

O Cingair (reslizumab)
O Dupixent (dupilumab)
[ Fasenra (benralizumab)
O Nucala (mepolizumab)
O Xolair (omalizumab)
O other:

CLasa (Single inhaled medicine, not in a fixed-

Rescue Therapy
I saBA alone with no maintenance therapy
[ saBA with maintenance therapy

[ primatene Mist as a rescue and no maintenance
therapy

[ primatene Mist as a rescue with maintenance
therapy(s)

Oics+saBA as rescue therapy alone

ics+sABA as rescue therapy with maintenance
therapy(s)

I Fixed dose combination fast-acting LABA/ICS
alone as rescue

[ Fixed dose combination fast-acting LABAJICS as
rescue and maintenance therapy

[saBA as rescue therapy via nebulizer with other
rescue or maintenance therapies

[ sABA as rescue therapy via nebulizer without
other rescue or maintenance therapies

Chronic Oral Corticoid Steroid Therapy
[ Prednisone

O other (specify).

mg Jap Oaop

Note: please see Appendix DD for a description of drugs in each class listed above
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Evidera 138

Site Page 3 of 5

Evidera # 138 Plate # 011 Visit # 003
Participant ID

8. Please indicate asthma exacerbation history since last visit:

ASTHMA EXACERBATION HISTORY O Not applicable
An asthma exacerbation is defined by a change in asthma control requiring a course of oral steroids (i.e., at
least 3 days with at least 10 days between each burst) and/or steroid injection and/or a hospitalization for
asthma or emergency department visit for an asthma exacerbation. Importantly, record only the highest
utilization for each exacerbation, do not double count exacerbation episodes. If an OCS course was
due to a hospitalization, do not record as OCS course but as the hospitalization
8.1 Number of imes since the last visit that asthma symptoms required an emergency department or
urgent care visit (but not an overnight stay in the hospital)):
D:l ER/urgent care visits (with no overnight hospital stay) [ None
82 Number of times since the last visit that there was a worsening in asthma symptoms that required a
hospital stay for greater than 24 hours:
|:I:| times admitted to hospital O None
8.3 Number of unplanned ambulatory clinic visits due to exacerbation since the last visit:
D:l unplanned visit—FPlease list dates of the most recent unplanned ambulatory clinic visit below
(DD-MMM-YYY)
SEEREEEREEEE O None
SHEEREEEREEEE
SEEREEEREEEE
oL LT TP
SEEREEEEEEER
8.4 How many courses of oral corficosteroids (OCS) was the patient prescribed since the last study visit
for asthma exacerbations unrelated to emergency department, urgent care or, unplanned ambulatory
clinic visits or hospitalizations?
[ 0 0CS courses for asthma
O 1 ocs course only for asthma
[ 2 0cs courses only for asthma
[0 3 ocs courses for asthma
[ = 4 ocs courses for asthma
O patient is on daily OCS
85 Date of most current exacerbation: | I I | | I I I | [ unknown
MMM YYYY
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Evidera 138 Site Page 4 of 5
Rl ererrrrrremrrrrrrrrrmn
Evidera# 138 Plate # 012 Visit # 003

Participant ID

9. What is your assessment of the patient's overall asthma control?
O Completely controlled
O well controlled
[0 Somewhat controlled
O Poorly controlled
O Not controlled

Part 2. Asthma Checklist (Assess content only)

1. Please check the Asthma Checklist Assess items (page 1) that were considered during the visit:

REGARDLESS OF AS’

CONSIDER FOR PATI

AND/OR RISK FACTO!
[ Adherence'* 4 * T
[) Appropriate Therapy':
i [

[) Asthma Action Plan'i ("] Asthma Phenotyping™* [] Referral to an Asthma Specialty

| Inhaler Technigue'a* o Center, or Other Appropriate
EE s (] comerbidities'z Specialist or Health Care Provider
[;, Psychological 1ssues™ ] Home and/or Work Exposures'i4 in Your Area”
[ spirometry'=+ ] alternative Diagnoses and
—_ Hidden Comorbidities'?
[} Tobacco Use'2s 0 ! o

g o | Optimizing Therapy with Add-on
[ vaccinations'#s? or Advanced Treatment™*

2. Following the use of the PRECISION program, which of the following will you do to the patient’s
medication after today’s visit? (check all that apply)

Step-down of controller medicines

No change to the level of controller therapy
Step-up of controller medicines

Prescribe a course of systemic corticosteroids
Begin work-up for passible biologic

Begin biologic: (specify):
Other: (specify):

Oo0ooooa
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Evidera# 138 Plate # 013 Visit # 003

Participant ID

HEEREEE

For AAN and Third Party Payer Sites ONLY

1. Date of last coaching/follow-up session: | I | | I I | | I I I |

DD MMM YYYY

2. Number of coaching/follow-up sessions: D:l

Investigator/Coordinator Signature:

pate: L1 | L1 1 1 [2[0] [ |

DD MMM YYYY
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12-Month Post-Initial Visit Exacerbation Clinical Case Report Form
Participant ID: -

Verbal Consent Provided: L1 Yes L1 No

Date verbal consent provided: MM/DD/YYYY

Date form completed: MM/DD/YYYY

Please indicate the asthma exacerbation history since the patients initial study visit (12 months ago):

ASTHMA EXACERBATION HISTORY  [JNot applicable

An asthma exacerbabon 15 defined by a change in asthma conlrol requinng a course of oral sterouds (ie, at
least 3 days with af least 10 days between each burst) andfor sterond injechon andior a hospitakization for
asthma or emergency department visit for an asthma exacerbation. importantly, record only the highest
utilization for each exacerbation, do not double count exacerbation episodes. If an OCS course was
due to a hospitalization, do not record as OCS course but as the hospitalization

81  Number of imes since the last visit that asthma symptoms required an emergency department or
urgent care visit (but not an ovemnight stay in the hospetal))

EDEWumenlmwﬂs(MnoomugrnhOspmgay) O None

82 Number of imes since the last visit that there was a worsening in asthma symploms that required a
hospital stay for greater than 24 hours

times admitted 1o hospatal O none
83 Number of unplanned ambulatory clinic visits due to exacerbation since the last visit

D]unplanned visit—Please list dates of the most recent unplanned ambulatory chnic visit below
(DD-MMM-YYY)

NENREEEEEEEE O None
o L1 O] (1117

NN EREE NN
HpgEENREEEE

al
I

e

84 How many courses of oral corticosterosds (OCS) was the patient prescribed since the last study visit
for asthma exacerbations unvelated to emergency department, urgent care or, unplanned ambulatory
clinic visits or hospdalizations?

[ 0 0CS courses for asthma

a 1 OCS course only for asthma
O 2 OCS courses only for asthma
O 3 0Cs courses for asthma
[ = 4 0CS courses for asthma
O patient is on daily OCS

85 Datcolmos(cunedexawbam[ I l Il I I l I O unknown
M YYYY

Investigator/Coordinator Signature:
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APPENDIX K. PRECISION SUPPLEMENTAL ONLINE
EDUCATIONAL RESOURCES

Patient Facing Tools
AIRQ™: Asthma Control and You (English Version)

(69

PRECISION

AIRQ™: Asthma Control and You

The Asthma Impairment and Risk Questionnaire (AIRGQ™) Is a sat of guestions that may help your
health care provider talk with you about your asthma control, AIRG™ does not diagnose asthma,

Wheo should use AIRQ™?

AIRG™ may be used if you have asthma and take any of the following medicines:
= Rescue (reliever) medicing when you have asthma symptoms

= Asthma maintenance (controliar) drugs on a daily basis

* Injectable or biologie drugs for asthma

How do | use AIRG@™?

= Your health care provider gives you the AIRQ™ to complete

s AIRG™ should be used before or during an asthma-related visit

* Remember {o answer all 10 guestions

= Add up the number of "Yes" answers

= ARG does nat glve directions an how to treat your asthma or improve your asthma caontral
= You may track yaur AIRQ™ scores in the table at the bottom of this page

What does your AIRG™ score mean and how may it help you?

= Discuss your AIRG™ score and answers to each of the guestions with your health care provider
= | your score is 2 o higher, your asthma may not be well-controlled (see below)

= Work with your health care provider to bulld'a plan to help control your asthma

* Monitor your asthma and broathing and contact your health care provider with any concems

£ Take Action Tooether to Control Asthma

5 1] rd & 9 {[+]

530
i Wary Pootly Caoitrdled

AIRQ™ Score Tracker

Date AIRQ™ Score
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AIRQ™: Asthma Control and You (Spanish Version)

Nombre

Q)

PRECISION

Fecha de nacimiento

Fecha

AIRQ™: El control del asma y usted

El cuestionario sobre el deterioro y el riesgo del asma (Asthma Impairment and Risk Questionnaire, AIRQ™)
consiste en una serie de preguntas que pueden ayudar a su proveedor de cuidados de la salud a hablar con
usted sobre el control del asma. El cuestionario AIRQ™ no diagnostica el asma.

éQuién debe usar el cuestionario AIRQ™?

El cuestionario AIRQ™ puede utilizarse si tiene asma y toma cualquiera de los siguientes medicamentos:
* Medicamento de rescate (de alivio) cuando tiene sintomas de asma.

» Medicinas para el mantenimiento del asma (de control) todos los dias.

* Medicinas inyectables o bioldgicas para el asma.

éCoémo debo utilizar el cuestionario AIRQ™?

* Su proveedor de cuidados de la salud le dara el cuestionario AIRQ™ para que lo llene.

» El cuestionario AIRQ™ debe utilizarse antes de una visita relacionada con el asma o durante la misma visita.
* Recuerde responder las 10 preguntas.

* Sume el nimero de respuestas a las que haya contestado con “Si".

¢ El cuestionario AIRQ™ no indica cémo tratar el asma ni cdmo mejorar el control del asma.

* Puede realizar un seguimiento de sus puntuaciones en el cuestionario AIRQ™ en la tabla al final de esta pagina.

£Qué significa su puntuacién en el cuestionario AIRQ™ y cémo le puede ayudar?

» Hable sobre su puntuacion y su respuesta a cada pregunta del cuestionario AIRQ™ con su proveedor de
cuidados de la salud.

» Sj su puntuacién es de 2 o mas, es posible que su asma no esté bien controlada (vea abajo).
* Trabaje con su proveedor de cuidados de la salud para crear un plan para el control de su asma.

* Monitoree su asma y respiracion, y contacte a su proveedor de cuidados de la salud si tiene alguna
preocupacion.

qdy 105 pacientes toman medidas en conjunto
ontrol del asma

3 6

Los proveedt)_lfé delidadosdelasa

P
; I

04 2-4 510
Bien controlada Mal controlada Muy mal controlada

Seguimiento de la puntuacién en el cuestionario AIRQ™

Puntuacion en el
cuestionario AIRQ™

Fecha Notas

Itima actualizacion 9/20 AIRG™ es una marca comercial de AstraZeneca.

los derechos reservados. US-44923 Ui
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Study Participant Education Printable Materials
Asthma and Other Health Conditions (English Version)

Appendix_Asthma  Appendix_Asthma  Appendix_Asthma
and Other Health Conand Other Health Conand Other Health Con

Asthma and Spirometry Testing (English Version)

Appendix_Asthma  Appendix_Asthma  Appendix_Asthma
and Spirometry Testirand Spirometry Testirand Spirometry Testir

Understanding Airway Inflammation in Asthma (English Version)

Appendix_Understan Appendix_Understan Appendix_Understan
ding Airway Inflamatiding Airway Inflamatiding Airway Inflamatis

Asthma and Other Health Conditions (Spanish Version)
Placeholder

Asthma and Spirometry Testing (Spanish Version)
Placeholder

Understanding Airway Inflammation in Asthma (Spanish Version)

Placeholder

Patient Animations

Placeholder for all Animations, English, and Spanish

Asthma and Other Health Conditions (PDF Storyboard document )

Asthma and Spirometry Testing (PDF Storyboard document )

Understanding Airway Inflammation in Asthma (PDF Storyboard document )

Using Your Pressurized Metered-Dose Inhaler (pMDI) (PDF Storyboard document and
animation)

Using Your Pressurized Metered-Dose Inhaler (pMDI) With Spacer (PDF Storyboard
document and animation)
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Provider Facing Tools
Asthma Checklist - Intended Use Document

ABOUT ASTHMA PROVIDER PATIENT PATIENT
PRECISION PRECISION cuecKusT REsOURCES EDUCATION ANIMATIONS

Asthma Checklist: A Tool for Implementing Cuidances and Expert Reports in
Practice was developed with input from over 140 AstraZeneca PRECISION Advisors
whose goal was to develop a point-of-care resource that clinicians could consider
as a component of their ongoing patient care. The Asthma Checklist compiles key
concepts found in multiple guidances and expert reports on asthma assessment,
management, and patient education into a single tool. It is designed to aid health

care providers in the following:

Assessment of Asthma
Asthma Management Cycle

For every patient, the asss nt of asthma should include an evaluation of

Asthma control Treatment issues
for symptom control and future risk of for inhaler technique and adt

adverse outcomes

Comorbidities Lung function
for contributions to symptom burden and for an important assessment of future risk
present impairment in quality of life and

functional capacity

ABOUT ASTHMA PROVIDER PATIENT PATIENT
PRECISION HOME PRECISION CHECKLIST RESOURCES EDUCATION ANIMATIONS

Control represents the extent to which the manifestations of asthma are minimized and
treatment goals are met.? Once therapy is initiated, adjustment deci are guided by
monitoring the le sthma control

The components of control are outlined in the National Asthma Education and Prevention
Program Expert Panel Report 3: Guidelines for the Diagnosis and Management of Asthma
(NAEPP).

For adults and adolescents 12+ years of age, the NAEPP suggests classifying asthma control as
well-, not well-, or very poorly controlled based upon both impairment (eg, quantification of
Jaytime symptoms, nighttime awakening, interference with normal ty, and validated control
questionnaires) and risk (eg, exacerbations, loss of lung function, and adve fects from

medications).?

The fin: » ere impairment or risk category w

subsequi 2 ) nd adjust s initiated to optimize the patient’s status.?

G | « | ® salestorce x h x x resource x ns-The . X | \' Noveran
- > @ theasthmaresourcecenter.com, % Q W
@ Homeeinet @ H g E IN ra in @ H o H Ed S *

ABOUT ASTHMA PROVIDER PATIENT PATIENT
PRECISION HOME PRECISION CHECKUST RESOURCES EDUCATION ANIMATIONS

b implement ¢

rategy for Asthma M.

Asthma Checklist: A Tool for Implementing Guidances a t Reports in Practice lists

assessments that may be appropriate to use with a patient at every visil
Assessments are for:
All patients regard| f asthma control

with uncontrolled symptoms and|

ick the button to open ar

regardless of asthma control download the Asthma Checkdist

The ASSESS items (in yellow and red) and associated ADJUST items may be appropriate for
patients with uncontrolled symptoms andjor risk factors for exacerbations.

To REVIEW RESPONSE, a visit is scheduled within 2 weeks to 6 months to review the patien

response to selected ADJUST items.
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PATIENT PATIENT

AsoUT ASTHMA PROVIDER
EDUCATION ANIMATIONS

>~
(@%) PRECISION HOME PRECISION CHECKLIST RESOURCES

|
L Vv

response Lo selected ADIUST items.

1 Expert Reports in Practice and

ased on key US and other guidances and expert

Asthma Checklist: A Tool for
ASSESS, ADJUST, ANL

rep weluding:

Global Strategy for Asthma Management and Prevention. Global Initiative for Asthma (GINA)
2020. Acc id Novernber 2020, htt Jinasthma org/wp-content/upload 20/04/

)-full-report_-final- wms pdf

Expert Panel Report 3: Guidelines for the Diagnosis and Management of Asthma (EPR-3)
National Institutes of Health; National Heart, Lung, and Blood Institute; National Asthma
Education and Prevention Program. 2007, Act hibinihg

fault/Miles/media/doc hsumm.pdf

ficult-to-tre thma in Adolescent and Adult Patients Diagr
20, https:/fgin

vent. Global Initiative for Asthma (GINA). 2019, Accessed Nov 2
orgAwp-content/uploads/2019/04/GINA-S sthma-Pocket-Guide-v2.0-wms-1.pdf
Go to Asthma Checkist
National

Asthma: Diagnosis and Monitoring of Asthma in Adults, Children and Young Peop

Institute for Health & xcellence (NICE). 2017. Updated 2020. Accessed November ik the buton o open and

2020. hitps/Mww.nice org uk/guidance/ngBOfresources/asthma-diagnosis-monitoring-and-chre s

nic-asthma-managementpd-1857687975621

Fiore MC, Jaén CR, Baker TB, et al. Treating Tobacco Use and Dependence: 2008 Update.

720. hittps:wwwncbi.nimnih.gov/books/NBKE3952/.
Including Asthma and Adult Vaccination. Centers

wention (CDC). Updated 2016, Accessed Novemnber

rec-vac/health-conditions/lung-d

2020, Ac
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Asthma Checklist

Page 1: Assess

Health Care Providers and Patients Can Take Action Together to Help Control Asthma
Consider the patient’s preferences regarding goals, beliefs, and concerns about asthma and medications

ASSESS items that may be appropriate for your patient at this visit s
This checklist is derived from multiple guidances and expert reports. ltems provided are T

not all inclusive or mandatory. Please refer to the cited documents for more complete | DoB i

information. Only a health care provider with their patient can decide which, if any, of

thase items are appropriate for a given clinical situation. L Date Time

TS REGARDLESS OF |

CONSIDER FOR |

(] Adherence® AND/OR RISK

[] Appropriate Therapy'?

(T] Asthma Action Plan'24 ("] Asthma Phenotyping** ["] Referral to an Asthma Specialty
Inhaler Technigue'*4 ; Center, or Other Appropriate

O 9 () comorbidities? Specialist or Health Care Provider

E] Psychological Issues'? Q Home and/or Work Exposures'24 in Your Area'?

[] spirometry™2*
[] Tobacco Use'2=

[] vaccinationst2s7

E] Alternative Diagnoses and
Hidden Comorbidities'?

D Optimizing Therapy with Add-on
or Advanced Treatment™®

A P
Regardiess of level of asthma control, consider referral to an asthma specialty center If your patlent has, for example, a history of near ;""“\\
fatal asthma, conflirmed food allergles or anaphylaxis, aspirin-exacerbated respiratory disease (AERD), allergic bronchopulmonary #

P (ABPA), asthma, or =2 systemic sterold bursts In a year'? N

S
Rafarences: 1. ay for Elnh:lm:uwmnmmcsm ). 2020, Accessed July 30, 2020, I Gundaines for Dfl\ﬂhni
vaﬁ-!] Nationa Institutes E‘Hlm National Haart, L and Biood Instibutes; National Asthma Ed) jon and Provantian m’.v Accessed Jul iDl‘D Mﬂlﬁbl Lningav. 5. DifMoult-to-traat & Severo Asthma
‘Giobal Lr?‘:\hﬂ:(ﬁlﬂ\) Ammnry!qmm wwwaginasthmaorg 4. M"&m af Asthma In Aduts, Chilcean and :Nﬂmnﬂi Inﬂ!m IUH'QRH :nd

msxugng&:%mm nuggﬁmmmd m;nnm;:‘w S.Fbm‘)\: m:ﬁmg:lwmmm% . Accessad July 30, N?GBdI:N‘ lqpv&umgmhﬁl:lmg
Provantion (CDC). 2020 Accossad Ay 30, 2020, wam oo gov.

020 AstraZeneca. All rights reserved. US-40422 Last Updated 9/20
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Page 2. Adjust

Personalized Asthma Management for Adults and Adolescents 12+ Years

ms:msmhmmmmesmgpmm hmwmdednnmalnﬂmemmlmﬁmemmmummmhr
informaticn.

L ——— Oniy & health care provider with their patient can decide which, if any, of these items are appropriate for a given clinical situation.
ASSESS and ADJUST items for all Name
patients regardless of asthma control DOoB D
\Date Time p

UST

Obtain diagnostic information necessary to treat modifiable risk factors and

Education and skills training comorbidities; employ non-pharmacologic and,for therapeutic strategies

Role of chronic inflammation and need for [) Accommodate patient therapy preferences, when appropriate
ety sramtanency horasy [] Refer to appropriate social support services
Strategies to counteract adherence barriers
-, . , [ Adjust current level of therapy
BRI - ot e o e | ey
[ R e
[} DPI education Review at next visit? Oy On
y " : [ Nebulizer education Review at next visit? Oy ON
roper technique for use of inhaler devices ) pMD! education Review at next visit? Oy On
[] Soft Mist education Review at next visit? Oy On
[T eep——— R
: H 0 Spwomew
i and
_ S efasthma | spirometry: Pre-/post
T e e
Influenza virus [ Influenza vaccine
Pneumococcal pneumonia [[] Preumococcal vaccine

Review Response: scheduie s - sympioms,
ung function, and patient (and parent mrmdﬂummmﬂlﬂmhﬁm)ﬁepmdsmchumwalﬂmmmmhmhuﬂm“

Regardless of level of asthma unntroL nonsldaf lufaﬂaiwanaﬁ.lmspecla!tyoenmnf your patient has, for example, a history of near fatal ir %

asﬂlma. food or y disease (AERD), allergic bronchopulmonary aspergillosis (ABPA), 3
asthma, or =2 shemudburstsmayu“ %, _/

and Pravention. Giobal Iiiative far Asthma (GIA). 2020, Accessed ey 2

(EPR-5}. N:mlmmauummﬂ L. sl ] et s At Ech o ] nmm::um el i mmnhhnm 3. Dfficult-to-troat & Saver Asthma in Adakscant

Daticriz Ciagnosis and Manogument. (Global intitive for [c—N.nﬂma mmmwmm.wwmu Crfdren and Young uummlmmhrmmmd

Cara Excaliencs (NICE). m..:cw\gmm:u_mmnmgmmm iyl eI O ER e 11l T mmmmmmmmnmm gov. 6. Lung Diseasa ncluding

Aathis ard A2t Vaconatio Provantion (COC). Last Updatod 2016, ACcessed iy 30, mm:rk_gm 7. Ancommandad Child and Adalescant Immunizstian Schadula. Camtors for Dise3ss Coatrs and

Preweritian (COC). 20200 Accessed iy 30, 2020 wwa:

AstraZeneca. Al rights -40422 Last Updated
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Page 3. Review Response

@iw)

Rl Personalized Asthma Management for Adults and Adolescents 12+ Years

ﬂn:ln:tﬂﬁmﬁmmwhmﬂexpndmkmpmﬂmmdIﬂmummmh&gd&ddﬂcmfw
imore complete information. Only 2 health care provider with their patient can decide which, if any, of these flems are appropriate for a given clinical situation.

[ Mame

ASSESS and ADJUST items for patients with uncontrolled
symptoms and/or risk factors for exacerbations DoB o
\Date Time

ADJUST: Consider referral to an asthma speclalty center

Education and
skills training

Obtain diagnostic information necessary to treat modifiable risk factors and comorbidities; employ
non-pharmacologic and/or therapeutic sirategies

Non-type 2 (Type 1) and

0 FeNO

Asthma Phenotyplng™* Type 2 inflammation R R () Total and specific serum IgE/skin prick tests
mmmug;ecm food | [ Assess for ABPA () Refer to comerbidity appropriate specialist
Comorbldities? allergies, GERD, nasal ) Nutrition and exercise consultations ) Remove or remediate relevant allergens
polyposis, obesity, O Phar and/or i ) Sleep study
obstructive sleep apnea treatments for comorbidities
Allergen, i tob: P () Medications (ACE inhibitors, beta-blockers, NSAIDs)
irritant, medication, or Indoor dampness or mold Medous chemicals

Review Response: scheduke a visit to review your patient’s response to the selected ADJUST items sbove. Review topics include:

‘oocupational exposures

Indoor or outdoor air pollutants

Occupational allergens/sensitizers

Altermnative cardiac,

Alpha-1 anti-trypsin disease test
Bronchoscopy

{7 Cardiac function test
Challenge testing

] Fungal precipitins

) immuncgicbulin levels and subtypes

() Indirect laryngoscopy

(] Lung volumes,/Diffusing capacity of the lungs for
carbon monoxide

i gl Chest CT
H
respiratory diagnoses ] Chest X-ray () Pre-/post-bronchodilator spirometry and
Collagen-vascular disease test ﬂﬂw_ volume loops
Echocardiogram ) sinusCT
Asthma phenctypes, 8 :ﬁ 3:'5::;::'0'09!( iscontinue,/taper ineffective therapies
therapeutic options [] Begini CO!'EH:'E! bronchial thermoplasty

] Continue current therapy

() Step-up level of controller therapy

symptoms, exacerbations,
Iung function, and patient {and parent) satisfaction. Timing of the review visit (2 weeks to & months) depends on dlinical urgency and what changes to treatment have been made.

Regardless of level of asthma l:ontl‘o!. non-sldef referral to an asthma specbajty center if your patient has, for example, a history of near fatal
food p y disease (AERDY), allergic bronchopulmonary aspergillosis (ABPA),

asthma,

asthma, or =2

1. Global Strated;

ICE). 2007, Last

Excalicneo (!
Austhira and m.n \nu:lnaiuu

Rstarences: mrm:hru
(o i st Heaitr, Mational
Paticrts Deagnosts and Maragamant. Ciabat it For Reivna

for Disoase Cantrol

N2

aspiri
ic steroid bursts in a year'®

on. Giobal Intiative for Asthma (G
mﬁmﬂ Irsttute; Nationas Astams Educatian and
PR SO0 Al L 30 2020 org. A, 11_ o i
et SR Al il SO, i 5 Elorw MC, Jatn CR, Bdker TH ot 2. Tudtng To :nmwmmm&m 30, Z020. wwwahg gav. €. Lung Dissasa
a'l?. bon (TDC). La‘::gmdawdﬂs. Accessed Ay 30, ' ' Chilcd o' Schadul il

Pravertion {COC). 2020, Accessed iy 30, 2020 wwa.cdc gov,
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Quick Reference for Point Care Use

Selections from the US Guidelines and Global Report on Asthma

Appendix K_US
Guidelines and Global

Using an Asthma Action Plan

Appendix K_Using an Appendix K_Using an Appendix K_Using an
Ashma Action Plan.pdAshma Action Plan.pdAshma Action Plan.pd

In-Depth Information for Self-directed Review

Asthma Phenotypes and Endotypes

Appendix K_Asthma Appendix K_Asthma Appendix K_Asthma
phenotypes and engphenotypes and enphenotypes and enc

Diagnosing Comorbidities Associated with Asthma

Appendix Appendix Appendix
K_Diagnosing comoK_Diagnosing comoK_Diagnosing como

Inhaler Selection and Technique Training

Appendix K_Inhaler Appendix K_Inhaler Appendix K_Inhaler
selecting and techniselecting and techniselecting and techni

Systematic Approach to Spirometry

Appendix
K_Systematic approa
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APPENDIX L. ASTHMA CLINIC EXPERIENCE (ACE)
QUESTIONNAIRE (ENGLISH VERSION)

AN ASTHMA CLINIC EXPERIENCE (ACE) QUESTIONNAIRE

During your visit, you filled out the Asthma Impairment and Risk Questionnaire (AIRQ™).
Please answer the following questions, keeping in mind how your answers to the AIRQ™
may have affected your clinic experience.

Strongly
Agree

Strongly Not
Disagree Applicable

Agree Disagree

1. The AIRQ™ helped me discuss my
asthma with my health care provider(s), D I:[ D D

2. | received information about my
asthma that helped me better D D U D
understand my condition

3. | received information about my
asthma medications o d u o

4, My health care provider(s) explained
the results of tests that | have taken a O O O O
for my asthma

5. | was told the reason why tests for D D D D D

my asthma were ordered.

6. | was given information about

additional care that | need for my O ) B O O
asthma.
7. 1 was included in making decisions D D D D

about my asthma treatment

B. The time spent with my health care
provider|(s) today discussing my asthma D D D D
was better compared to my last visit

Please provide any additional comments you have about your visit or AIRQ™:

£2030 AstraZanecs. All rights reserved. LUS- 45055 10/20
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APPENDIX M. ASTHMA CLINIC EXPERIENCE QUESTIONNAIRE
(SPANISH VERSION)

CUESTIONARIO SOBRE LA

,.,,:120“ EXPERIENCIA CLINICA CON EL ASMA
(ASTHMA CLINIC EXPERIENCE, ACE)

Durante su visita, usted completo el cuestionario sobre el dafo y el riesgo del asma (Asthma
Impairment and Risk Questionnaire, AIRQ™). Responda a las siguientes preguntas, teniendo
en cuenta como sus respuestas en el AIRQ™ pueden haber afectado su experiencia clinica

Muy de En Muy en No

De acuerdo
acuerdo desacuerdo desacuerdo comesponde

I EI AIRQ™ me ayudd a hablar

sobre el aama con mils) D D D D

proveedor|ed) de cuidados de
s salud

~

He recibido informacion sobre
¢l asma que meé ha ayudado

a comprender mejor mi D D D D
condicion

He recibido informacion sobre D D D D

mis medicamentos para el asma

™

4. Mifs) proveedories) de culdados
de la s explicdy
ultados de las D D D D D

pruebas que me he realizado

explicaron los

para mi aama

2 Mé han explicado &l motivo por

el que se solicitaron pruebas | O O | O

para mi asma

Me dieron informacikdn sobre la

atencion adicional que necelilo D D D D D

para mi asma

7 Me incluyeron sl momento

% sobwe el D D D D

tratamiento para mi aima

de tomar decsio

A El iempo que pasé hoy con

reedories) de cuidados

salud hat Ll|r". wobre o D D D D

asma fue Mmajor comparado con

mi Uitima visita

Por tavor proporcione cuskguier comentano adicional que tenga sobre su visita o el AIRQ™:

200 Askr s lmeam o Vonbws on dice Biss rasmr omdun (S SR171
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APPENDIX R. PATIENT SOCIODEMOGRAPHICS QUESTIONNAIRE
(ENGLISH VERSION)

Please complete all questions, if possible.

1.

What is your age? years

What is your sex?

L male [ female [ non-binary [ Other:

What is your ethnic background?

L1 Hispanic or Latino
L1 Not Hispanic or Latino

What is your racial background? (Please mark all boxes that apply with an “X.”)

] White

[0 Black or African American

] Asian

[ Native Hawaiian or other Pacific Islander
[0 American Indian or Alaska Native

L] Other (specify):

What is your current living/domestic situation? (Please mark only one box with an “X.”)

L] Living alone
L] Living with a spouse, partner, family, or friends
[ Other (specify):

How would you describe your employment status? (Please mark only one box with an
(‘X ’))

Employed, full-time
Employed, part-time
Homemaker
Student
Unemployed
Retired
Disabled

Other (specify):

Ooooooood
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7. What is the highest level of education you have completed? (Please mark only one box
withan “X.”)

[ Less than high school

[J Secondary/high school

[ Associate degree, technical or trade school
[ College/university degree

[ Postgraduate school

L1 Other (specify):

8. What is your household’s total income from all sources over the past 12 months?

Less than $15,000
$15,000 to $29,999
$30,000 to $44,999
$45,000 to $59,999
$60,00 to $74,999
$75,000 to $99,999
$100,000 or more
Prefer not to answer

Ogooooooo

9. How old were you when you were diagnosed with asthma?
10. Do you smoke?

I Yes, current smoker
[J Not currently, but previous smoker
[J No, never smoked
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APPENDIX T. CLINICAL SITE TOUCH POINT QUESTIONS

1.

2.

Please describe how the PRECISION Program is being implemented at your site?

What aspects of study implementation are going well for your site? Telehealth vs in-
person?

. What aspects of study implementation have been challenging for your site? Has the

site experienced any barriers to implementing the PRECISION program? Telehealth vs
in-person?

Please describe any site-level factors (e.g., site operations, clinical team) that have
affected the implementation of the PRECISION Program on a telehealth platform at
your site? During an in-person visit?

What could be done to help overcome these site-level challenges and support the use
of the PRECISION Program on a telehealth platform at your site? During an in-person
visit?

Please describe any participant-level factors that have affected the implementation of
the PRECISION Program on a telehealth platform at your site? During an in-person
visit?

Based on your experiences to date, does your site plan to make any changes or adapt
how the PRECISION Program is currently being implemented on a telehealth platform
at your site? During an in-person visit?
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APPENDIX U. POST-STUDY SURVEY

PART 1. INFORMED CONSENT

PART 2. POST-STUDY SURVEY

1.

Approximately how many patients have you treated using the PRECISION Program?

Which visit type best describes how the majority of your initial patient visits took place?

[ Telehealth visit (approximately %)
L1 In-person visit (approximately %)

. How would you rate the overall ease of implementing the AIRQ™ into your clinical

practice using the telehealth platform?

L1 Very easy
[J Somewhat easy
] Difficult
L] Very Difficult

. How would you rate the overall ease of implementing the AIRQ™ into your clinical

practice during an in-person visit?

L1 Very easy
] Somewhat ecasy
L] Difficult
L] Very Difficult

. Did the AIRQ™ help you manage your patients?

LI Yes, very much
1 Yes, somewhat
1 Not at all

Regardless of intermittent or persistent, on average, what percentage of your asthma
patients would you classify as:

% Mild asthma
% Moderate asthma

% Severe asthma
=100%
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7. Did AIRQ™ help you identify patients who were at risk for adverse health outcomes (e.g.,
hospitalizations, exacerbations, medication side effects) from their asthma that you would
have otherwise missed?

0 Yes
] No

8. What did you find most useful about AIRQ™?

1 Total AIRQ™ score

[J Questions on impact/impairment (#1-6)

[J Question on control (#7)

[J Questions on exacerbations and healthcare resource utilization (#8-10)

9. What did you find least useful or cumbersome about AIRQ™?

1 Total AIRQ™ score

L1 Questions on impact/impairment (#1-6)

] Question on control (#7)

L1 Questions on exacerbations and healthcare resource utilization (#8-10)

10. Did AIRQ™ improve any of the following: Check all that apply

Increased recognition of patients whose asthma placed their health at risk

Increased recognition of conditions/risks, comorbidities driving poor asthma control
Improved recognition of patient goals

Improved patient engagement with their treatment, risk, or control

Improved efficiency of patient telehealth visit

Improved efficiency of in-person asthma clinic visit

Increased educational efforts

Ooodoooo

11. While using AIRQ™, how often did you refer to a specialist or practice type different
than your own?
[J No different than if I did not have the tools
[J More often than before
[] Less often than before

12. What features of the PRECISION program did you find most useful?

13. What features of the PRECISION program do you think could be improved?
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14.

15.

16.

17.

18.

How important was it for you to use the Assess component of the Asthma Checklist (page
1) with the AIRQ?

L] Very important

] Somewhat important
L] Not at all important
L] Did not use

How important was it for you to use the Adjust and Review components of the Asthma
Checklist (pages 2 and 3)?

L1 Very important

[J Somewhat important
L1 Not at all important
L1 Did not use

How important do you feel it would be for PCPs to use the Assess component of the
Asthma Checklist (page 1) with the AIRQ?

L1 Very important

1 Somewhat important
L1 Not at all important
L] Did not use

How important do you feel it would be for Specialists to use the Adjust/Review pages of
the Asthma Checklist with the AIRQ?

[J Very important

[J Somewhat important
[ Not at all important
[l Did not use

How important do you feel it would be for Non-prescribers to use the Assess component
of the Asthma Checklist (page 1) with the AIRQ?

[J Very important

[J Somewhat important
[J Not at all important
L1 Did not use
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19. Do you have any other comments or suggestions?

APPENDIX V. SEMI-STRUCTURED INTERVIEW GUIDES

INTERVIEW GUIDE: KEY CLINICAL SITE STAFF

Interviewer: Before you meet with the participant for the interview, be sure to look over

answers from the Post-study Survey and the site’s responses from the Site Feasibility
Questionnaire about whether the site has indicated any specific initiative to achieve with the
AIRQ™ or what made the site unique for participating in this study.

Part 1. Before the interview begins, be sure to document verbal consent using the script below

Part 2. Below is the discussion guide, it is to be used as a guide only. The actual areas of
conversation are fluid and may be discussed at moments different from the order appearing
below.

PART 1. KEY CLINICAL SITE STAFF INFORMED VERBAL CONSENT SCRIPT
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PART 2. INTERVIEW
INTERVIEW RULES FOR ALL INTERVIEWS

Please feel free to answer honestly. We are interested in your feedback and observations from
implementing these tools in your clinical practice over the past several months.

Turn on Recorder and Begin Interview: This is [interviewee’s name] with participant
[participant ID] for Study EVA-26645-04 on [Date]. I want to confirm that you agree to
participate in this interview and that you agree to today’s interview being audio recorded. Is
that correct?

Background
First, I would like to ask you some background questions.

1. What are your key responsibilities at the clinic?
. What were your key responsibilities for this implementation study?
3. In general, how did your site conduct the patient visit? Probe: by telehealth platform,
by in-person clinic visit.?
4. In general, how did your site conduct the telehealth visits? Probe: by telephone,
computer, tablet, etc.?

Now I would like to ask you some questions about the process you used to administer the
AIRQ™, the Asthma Checklist, and educational resources (PRECISION program) as part of
a patient’s telehealth visit for this study.

Process for Telehealth visit with AIRQ™

5. In your own words, how would you describe the process you used to administer the
AIRQ™ to patients during a telehealth visit? (/isten for who administered AIRQ™ and
how it was administered and process (i.e., as part of initial intake, by HCP, etc.)

6. Approximately how long did it take patients to complete just AIRQ™ during a
telehealth visit?

7. Did patients have any problems completing the AIRQ™ as part of the telehealth visit?
a. Did they ask you questions about specific items included in the AIRQ™? If so,

what type of questions did they generally ask?

8. What was the process you use to provide the AIRQ™ results to the HCP?

Process for In-Person visit with AIRQ™
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9.

10.

I11.

12.

13.

In your own words, how would you describe the process you used to administer the
AIRQ™ to patients during an in-person visit? (/isten for who administered AIRQ™
and how it was administered and process (i.e., as part of initial intake, by HCP, etc.)
Approximately how long did it take patients to complete just AIRQ™ during an in-
person visit?

Did patients have any problems completing the AIRQ™ as part of the in-person visit?
Did any of your patients use the Spanish version of the AIRQ™? If so, how did you
administer the Spanish version? Were there any difficulties using the Spanish version?
Going back and forth between English and Spanish versions?

What was the process you use to provide the AIRQ™ results to the HCP?

Asthma Checklist and Educational Resources

14.

Entire

15.

16.

17.

18.
19.
20.
21.

Did you use the full Asthma Checklist and education resources from the study
website? If so,

a. In what capacity did you use this information? (telehealth vs in-person)

b. What did you find most useful about this information?

c. What did you find least useful about this information?

Program

Thinking about the entire PRECISION program, how much extra time at each patient
telehealth visit did it take to incorporate the AIRQ™ as part of the telehealth visit?
What about in-person visits?

Were there any specific steps or initiatives taken at your clinical site to implement the
AIRQ™ for telehealth? Please explain.

What were some of the initial challenges of incorporating the PRECISION tools into
your daily clinical practice? Probe: implementing AIRQ™on the telehealth platform
and incorporating AIRQ™ to the regular in-person telehealth visit?

How were you able to overcome these challenges?

What challenges remained throughout the study?

How can we address these challenges during future site trainings?

Which aspects of the PRECISION program are you most likely to continue using, and
why? Which ones had the least value to your clinical practice/

Overall Comments

22.
23.

24.

What did you think of the overall PRECISION program?

What do you think needs to be done to support the continued use of the PRECISION
program at your clinical site?

Do you have any other comments or suggestions?
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INTERVIEW GUIDE: CLINICIAN

Interviewer: Before you meet with the participant for the interview, be sure to look over

answers from the Post-study Survey and the site’s responses from the Site Feasibility
Questionnaire about whether the site has indicated any specific initiative to achieve with the
AIRQ™ or what made the site unique for participating in this study.

Part 1. Before the interview begins, be sure to document verbal consent using the script below

Part 2. Below is the discussion guide, it is to be used as a guide only. The actual areas of
conversation are fluid and may be discussed at moments different from the order appearing
below.

PART 1. CLINICIAN INFORMED VERBAL CONSENT SCRIPT
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PART 2. INTERVIEW

INTERVIEW RULES FOR ALL INTERVIEWS

Please feel free to answer honestly. We are interested in your feedback and observations from

implementing these tools in your clinical practice over the past several months.

Turn on Recorder and Begin Interview: This is [interviewee’s name] with participant
[participant ID] for Study EVA-26645-04 on [Date]. | want to confirm that you agree to
participate in this interview and that you agree to today’s interview being audio recorded. Is
that correct?

Background

1.

6.
7.

What are your overall thoughts on the AIRQ™, the Asthma Checklist, and educational
resources (PRECISION program)? Probe: Assess component, Review/Adjust
component of Asthma checklist

. How useful was the AIRQ™ when used during a telehealth visit? Probe: identify

patients at risk, guide treatment, and asthma work-up and management?

How useful was the AIRQ™ when used during an in-person visit? Probe: identify
patients at risk, guide treatment, and asthma work-up and management?

Were there specific questions on the AIRQ™ that you thought were the most useful?
The least useful?

How useful were the Asthma Checklist and other educational resources as part of the
telehealth platform? In-person visit?

What did you like about the PRECISION program?

What did you not like about the PRECISION program?

Interviewer: Remind the clinician of any specific initiative they thought they could
achieve with the AIRQ™, the Asthma Checklist, and educational resources (PRECISION
program) or what made them unique for participating in this study before the interview.

1.

When you started this study, you had indicated [specific QI initiatives/uniqueness of
site]. Can you speak to this a bit? How has AIRQ™, the Asthma Checklist, and
education resources (PRECISION program) been incorporated into this initiative?
How has it helped? What were some of the challenges/benefits?

. Will your site continue to incorporate the AIRQ™, Asthma Checklist, and educational

resources (PRECISION program) when the study is over? Why or why not?
What do you think needs to be done to support the continued use of the PRECISION

program in your clinical practice?

Do you have any other comments or suggestions?
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APPENDIX Z. E-MAIL FOR POST VISIT PATIENT SURVEY
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APPENDIX BB. REMINDER E-MAILS FOR POST VISIT PATIENT
SURVEY (ENGLISH VERSION)
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APPENDIX DD. DESCRIPTION OF DRUGS IN EACH DRUG CLASS

MAINTENANCE PHARMACOLOGIC THERAPY

ICS

[J QVAR HFA 40 mcg (Beclomethasone)

[ Beclovent HFA 40 mcg (Beclomethasone)

[0 Vanceril HFA 42 mcg (Beclomethasone)

[0 QVAR HFA 80 mcg (Beclomethasone)

[ Beclovent HFA 80 mcg (Beclomethasone)

[ Vanceril HFA 84 mcg (Beclomethasone)

] QVAR Redihaler 40 mcg (Beclomethasone)
QVAR Redihaler 80 mcg (Beclomethasone)
Pulmicort Flexhaler 90 mcg (Budesonide)
Pulmicort Flexhaler 180 mcg (Budesonide)
Pulmicort Respules 0.25 mg (Budesonide)
Pulmicort Respules 0.5 mg (Budesonide)
Pulmicort Respules 1 mg (Budesonide)
Aerospan HFA 80 mcg (Flunisolide)
Flunisolide
Flovent HFA 44 mcg (Fluticasone Propionate)
Flovent HFA 110 mcg (Fluticasone Propionate)
Flovent HFA 220 mcg (Fluticasone Propionate)
Flovent Disc 50 mcg (Fluticasone Propionate)
Flovent Disc 100 mcg (Fluticasone Propionate)
Flovent Disc 250 mcg (Fluticasone Propionate)
Azmanex Twisthaler 110 mcg (Mometasone)
Azmanex Twisthaler 220 mcg (Mometasone)
Azmanex HFA 100 mcg (Mometasone)
Azmanex HFA 220 mcg (Mometasone)
Arnuity Ellipta 100 mcg (Fluticasone Furoate)
Arnuity Ellipta 200 mcg (Fluticasone Furoate)
Triamcinolbone Acetonide
Alvesco 80 mcg (Ciclesonide)

Alvesco 160 mcg (Ciclesonide)

Other (specify):
Other (specify):
ICS/LABA

[0 Advair Diskus 100/50 (Fluticasone/Salmeterol)

[0 Advair Diskus 250/50 (Fluticasone/Salmeterol)

[0 Advair Diskus 500/50 (Fluticasone/Salmeterol)

[l Advair HFA 45/21 (Fluticasone/Salmeterol)

Ooooobooooooboooooobooobooooooooao

LABA (Single inhaled medicine, not in a fixed-dose
combination with an ICS or ICS/LAMA)

[ Serevent/ Salmeterol
O Foradil/Formoterol
[ Arcapta
[ Brovana
[ Indacaterol
[ Arformoterol
[ Striverdi/Olodaterol
LAMA
U Incruse Ellipta (Umeclidinium)

[J Spiriva Respimat 1.25 mcg (Tiotropium
bromide)

[0 Spiriva Handihaler (Tiotropium bromide
inhalation powder)

[ Spiriva Respimat 2.5 mcg (Tiotropium bromide)

O Tudorza/Aclidinium
Triple Therapy (fixed-dose combination)

LI Trelegy Ellipta
LTRA

[ Singulair 4 mg (Montelukast)

U Singulair 5 mg (Montelukast)

O Singulair 10 mg (Montelukast)

0 Accolate 10 mg (Zafirlukast)

L Accolate 20 mg (Zafirlukast)

[ Zyflo 600 mg (Zileuton)
Theophylline Preparations
Theo-24 100 mg (Theophylline)
Theo-24 200 mg (Theophylline)
Theo-24 400 mg (Theophylline)
Elixophylline 200 mg (Theophylline)
Elixophylline 300 mg (Theophylline)
Elixophylline 400 mg (Theophylline)
Theochron 100mg (Theophylline)
Theochron 200mg (Theophylline)
Theochron 300mg (Theophylline)
Theochron 400mg (Theophylline)
Chronic Add-on Therapy (Macrolides)

O Azithromycin (Zithromax)

Oooooooooon
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MAINTENANCE PHARMACOLOGIC THERAPY

[0 Advair HFA 115/21 (Fluticasone/Salmeterol) [ Clarithromycin (Biaxin)

[0 Advair HFA 230/21 (Fluticasone/Salmeterol) U Erythromycin (Erythrocin)

[J Wixela Inhub 100/50 Biologics

0 Wixela Inhub 250/50 [0 Cingair (reslizumab)

[J Wixela Inhub 500/50 [ Dupixent (dupilumab)

[0 Airduo Respiclick 55/14 (Fluticasone/ [J Fasenra (benralizumab)
Salmeterol) 0 Nucala (mepolizumab)

[0 Airduo Respiclick 133/14 (Fluticasone/ O Xolair (omalizumab)
Salmeterol) O Other:

[0 Airduo Respiclick 232/14 (Fluticasone/
Salmeterol)

[0 Breo Ellipta 100/25 (Fluticasone/Vilanterol)

[0 Breo Ellipta 200/25 (Fluticasone/Vilanterol)

[0 Dulera HFA 100/5 (Mometasone/Formoterol)

[J Dulera HFA 200/5 (Mometasone/Formoterol)

[0 Symbicort 80/4.5 (Budesonide/Formoterol)

[0 Symbicort 160/4.5 (Budesonide/Formoterol)
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8. SIGNATURES

ASTRAZENECA SIGNATURE(S)

D22871.00028 PRECISION Study 4 Implementation — Version 2, 16 June
2022

Implementation of the US PRECISION AIRQ, Asthma Checklist, and
Educational Resources (PRECISION Program) into Clinical Practice Using
Telehealth and In-person Platforms

This Community Program intervention Study Protocol version 2 has been subjected to an
internal AstraZeneca review.
I agree to the terms of this Study protocol.

AstraZeneca representative
05-Dec-2023
Date

(Day Month Year)

06-Dec-2023
Date
(Day Month Year)

This document contains confidential information, which should not be copied, referred to,
released or published without written approval from AstraZeneca.
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