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Abstract

Patient-centric drug development is crucial to creating treatments that address unmet patient needs but is often ignored. The
COPD Foundation’s COPD360Net® includes a multistakeholder approach for operationalizing patient-centric development of
treatments where patients, caregivers, scientists, and clinicians review opportunities based on scientific merit, potential to address
an unmet need, and feasibility of adoption. COPD360Net deploys large-scale online community surveys to review profiles of poten-
tial therapies based on those criteria. This approach was implemented to inform the development of an intranasal spray to prevent
viral respiratory infections (VRIs), a major cause of exacerbations in people with chronic lung diseases. Insights included:

I. Of the 376 respondents with COPD surveyed, frequent exacerbators reported strong interest in a new type of anti-

viral nasal spray to prevent VRI.

2. Patient survey and advisory committee insights demonstrated that a pan antiviral nasal spray has potential high value to
both clinicians and patients and informed the COPD360Net decision to partner on its development.
3. Including patient perspectives from the outset can be conducted efficiently by mobilizing an engaged online patient

community.
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Introduction

Patient-centric drug development is crucial to bringing
forward treatments that address unmet patient needs and sup-
porting eventual adoption (1). There are few published reports
describing the operationalization of this process (2).
COPD360Net™ is an initiative of the COPD Foundation
(COPDF) to accelerate the development and adoption of
new or repurposed therapies, digital health tools, and
medical devices to treat chronic obstructive pulmonary
disease (COPD) and related lung conditions. This report
describes the process the COPDF is taking to develop patient-
centric approaches to drug development from the outset (3,4).

COPD360Net has created a process that facilitates people with
chronic lung conditions, researchers, and other stakeholders
working together to review opportunities and prioritize the

therapies, digital tools, or medical devices the accelerator
network should focus on supporting through strategic partner-
ships. The focus is on addressing unmet patient needs. The
process begins with a potential asset (drug, medical device, or
digital tool) being reviewed by the COPD360Net Pipeline
Working Group, which is comprised of scientific experts and
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Table 1. COPD Community Survey Respondent Demographic Information.

Demographic characteristics Frequency (%)

Demographic characteristics Frequency (%)

International distribution

United States 92%
United Kingdom 3%
Canada 3%
Europe 1%
Australia/New Zealand 1%
Mexico <%
India <%
United States sistribution®
New England 10%
Middle Atlantic 13%
East North Central 19%
West North Central 11%
South Atlantic 17%
East South Central 4%
West South Central 9%
Mountain 7%
Pacific 1%

Age (years)

<25 0%
25-34 0%
35-44 0%
45-54 2%
55-64 23%
65+ 74%
| prefer not to answer 1%
Racial Designation

White or Caucasian 94%
Black or African American 2%
Asian 1%
American Indian or Alaska Native 1%
Native Hawaiian/other Pacific Islander 0%
Another race 1%

| prefer not to answer 2%
Hispanic/Latino?

Yes 97%
No 2%
Prefer not to answer 2%

?United States Distribution: New England (Maine, New Hampshire, Vermont, Massachusetts, Rhode Island, Connecticut); Middle Atlantic (New York, New
Jersey, Pennsylvania); East North Central (Ohio, Indiana, lllinois, Michigan, Wisconsin); West North Central (Minnesota, lowa, Missouri, North Dakota, South
Dakota, Nebraska, Kansas); South Atlantic (Delaware, Maryland, District of Columbia, Virginia, West Virginia, North Carolina, South Carolina, Georgia,
Florida); East South Central (Kentucky, Tennessee, Alabama, Mississippi); West South Central (Arkansas, Louisiana, Oklahoma, Texas); Mountain (Montana,
Idaho, Wyoming, Colorado, New Mexico, Arizona, Utah, Nevada); Pacific (Washington, Oregon, California, Alaska, Hawaii).

the COPD Foundation’s 360 Community Engagement
Committee (360CEnCo), which includes 11 patients and caregiv-
ers. 360CEnCo plays a critical role within the Foundation by
advising on priorities important to patients and their caregivers
ensuring that the interests and safety of patients are always the
priority.

If both the scientific and patient/caregiver committees
approve moving forward, the asset is brought before the
overall COPD360Net Steering Committee that provides the
last scientific recommendation on whether to proceed. The
final step in the process before creating the development
strategy is to conduct a community survey, which is an
important tool for gathering and assessing patient perspec-
tives on the asset informing drug development strategies
and optimizing therapeutic impact and outcomes.

Herein, we describe the results of this approach when the
COPD Foundation was evaluating an opportunity to partner
on the development of an intranasal spray to address viral
respiratory infections (VRIs). VRIs are associated with
increased burden and high healthcare costs (eg, increased
doctor, emergency department visits, and hospitalizations)
for people with COPD (5-10). There are limited treatment
options for preventing or treating VRIs.

Method

To assess patient interest in a potential new anti-viral medi-
cine, the COPDF, via the COPD360Net infrastructure,

designed and conducted an online community survey in
people with COPD and other chronic lung conditions to
inform the engagement of COPD360Net in developing
such treatments. The community survey titled, Community
Survey on Prevention Options for Viral Lung Infections,
was available for 7 consecutive days February 9 and 15,
2022, with prior Institutional Review Board exemption
(weg IRB). The survey was developed with patient input
and administered via SurveyMonkey.com with respondents
recruited from the COPD Foundation’s COPD360social
online community, Facebook, LinkedIn, and Instagram post-
ings. Respondents were queried regarding demographics
(age, location, race, and chronic disease diagnosis), exacerba-
tion frequency, treatment and hospitalization, healthcare pro-
vider preference, nonvaccine antiviral medication use,
adherence to recommended vaccinations (flu, pneumonia,
and COVID-19), and interest in potential new intranasal,
antiviral treatment.

Results

The bulk of the survey responses was received on day 1
(63%) and day 2 (14%) after posting the survey. The
results reported here only include those that indicated a
COPD diagnosis (n = 342 out of 376 total respondents, or
92%). Respondents were primarily distributed evenly
across regions of the United States (92%) and also included
respondents from the United Kingdom (3%), Canada (3%),
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Europe (1%), Australia/New Zealand (1%), Mexico (<1%),
and India (<1%) (Table 1). The respondent demographic
was primarily non-Latino Caucasian (94%) and aged >55
years (97%). Respondents with COPD also reported one or
more of the following comorbidities: chronic bronchitis
(28%), emphysema (56%), alpha-1 antitrypsin deficiency
(3%), bronchiectasis (11%), nontuberculous mycobacteria
lung disease (3%), and asthma (32%). Within the last 2
years, respondents reported worsening respiratory symptoms
that required treatment with oral corticosteroids or antibiotics
(82%), emergency department visits (37%), and/or hospital
admission (27%). Frequent exacerbators (56% of respon-
dents with COPD) are defined as those experiencing 2 or
more symptom-worsening events requiring treatment with
oral corticosteroids and/or antibiotics within the previous 2
years.

Respondents’ experience with VRI was reported as result-
ing in an exacerbation that (never, sometimes, often, and
always) required cold medicine (11%, 42%, 27%, and
20%), antibiotics and steroids (14%, 45%, 21%, and 20%),
hospitalization (63%, 35%, 1%, and 1%), and/or intensive
care (88%, 12%, 0%, and 0%), respectively.

Among frequent exacerbators, 84% indicated they typi-
cally see a pulmonologist for treatment of their lung condi-
tion. Almost all (>92%) were vaccinated for flu,
pneumonia, and COVID-19. Medication usage included
rescue inhaler (80%), daily inhaler (84%), and/or taking a
pill/injection (36%) for their lung condition. Only 17% of fre-
quent exacerbators had ever been prescribed a nonvaccine
antiviral medication during flu season; 83% of those would
take it if offered again. Respondents were overwhelmingly
positive when queried about interest in a potential new type
of seasonal antiviral nasal spray prescribed to prevent VRI
(not a steroid or vaccine) and reduce flareup/exacerbation
(Figure 1A). Frequent exacerbators were very interested
(56%-58%) or somewhat interested (26%-27%) in taking
this medication (1) twice a week during the winter season
to reduce exacerbations and/or (2) for 2 weeks after being

exposed to someone with a chest cold to prevent infection.
When determining their interest in the potential antiviral
medication, frequent exacerbator respondents expressed the
most important criteria to be prevention of exacerbation
(90%), prevention of VRI (80%), recommendation by their
physician (78%), and/or covered by insurance without a
co-pay (51%) (Figure 1B).

Discussion

This report highlights the feasibility and value of the
patient voice in prioritizing new treatments (patient-centered
drug development), an aspect that is oftentimes ignored in
clinical development and often focused on market research
in a few individuals as well as clinicians’ input (11,12).
Respondents with COPD that experienced frequent exacerba-
tions reported strong interest in a new type of antiviral nasal
spray to prevent VRI if it could truly reduce these events.
Through the COPD360Net initiative, this approach was
able to quickly gather patient insights and help facilitate
rapid decision-making. Gathering this type of information
starting de novo would be difficult, slower, and costly.

Limitations

A limitation is that the survey was only administered in
English to people with COPD who had access to the online
content, limiting the diversity of those who could participate
in the community survey. This may have limited the represen-
tativeness of the sample, but bilingual Spanish and English
speakers were included in the overall in-person committee
review process. The survey did not collect information on
safety and risk assessment, which are important domains to
patients. In the future, the community surveys conducted
through the COPD360Net patient-centric process of prioritiz-
ing therapies, digital health tools, and devices, aim to include
surveys in Spanish and other languages.
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Figure |. (A) Respondent interest in seasonal anti-viral medication to reduce flareup/exacerbation, (B) Factors influencing respondent choices.
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Conclusion

Patient insights demonstrated that there is potential high value
to people with COPD for a novel pan antiviral therapy thereby
supporting COPD360Net engagement in its development.
Utilizing a patient-centered approach by engaging a patient
advocacy network to refine a strategy and prioritize invest-
ment in development efforts for new therapies, digital tools,
and medical devices is possible in an efficient and effective
manner. The ability to rapidly obtain patient insights to help
inform decision-making should be included in a multi-
pronged approach to obtaining input, including large-scale
surveys paired with individual-level patient review of the
profile of potential therapies. Working with patient advocacy
organizations can be an efficient way to obtain the patient per-
spective to ensure patient-centric drug development.

Author’s Note

Ethical approval for Institutional Review Board exemption status
under HHS 45 CFR § 46.104(d)(2) for conducting this survey
was obtained from wcgIRB (#1-1517328-1; https:/www.wcgirb.
cony/). All procedures in this survey were conducted in accordance
with the wcgIRB (#1-1517328-1; https:/www.wcgirb.com/)
approved protocols. Informed consent for anonymized survey
responses to be analyzed by COPD Foundation was acknowledged
by respondents’ agreement to complete the survey. Statement on the
survey entry page: ‘“You are not required to provide personal infor-
mation in your responses to the questions in this survey. Your
responses are anonymous and are not linked to your
COPD360social or Facebook account. By completing the survey,
you acknowledge that the COPD Foundation has your consent to
analyze the anonymous responses (data). Your participation in the
survey is completely voluntary and you are not required to share
any information that could identify you.” Ethical approval for
Institutional Review Board exemption status under HHS 45 CFR
§ 46.104(d)(2) for conducting this survey was obtained from
wcglIRB (#1-1517328-1; https:/www.wcgirb.com/). Stated in the
wcgIRB IRB Exemption Determination Letter: WCG IRB’s IRB
Affairs Department reviewed the study under the Common Rule
and applicable guidance. We believe the study is exempt under 45
CFR § 46.104(d)(2), because the research only includes interactions
involving educational tests, survey procedures, interview proce-
dures, or observations of public behavior; and any disclosure of
the human subjects’ responses outside the research would not rea-
sonably place the subjects at risk of criminal or civil liability or
be damaging to the subjects’ financial standing, employability, edu-
cational advancement, or reputation.
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