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Introduction

Patient advocacy organizations (PAOs) are
nonprofit groups dedicated to benefiting patients
and their families through activities such as
education and counseling, biomedical research
funding, and political advocacy for therapeutic
access.!?

Monetary support from drug and device companies
may bias PAOs to serve the interests of industry
donors over patients (e.g., by promoting the use of
drugs with known harms or uncertain benefits).

For instance, an investigation by the U.S. Senate
revealed that 14 PAOs receiving donations from
opioid manufacturers subsequently promoted these
medications despite growing concerns about
potential for misuse.*

Methods

Using previously described methods,>> we
identified all otolaryngologic PAOs listed within the
Kaiser Health News (KHN) nonprofit database,®
which defines PAOs as 501(¢)(3) charities with
medical National Taxonomy of Exempt Entities
(NTEE) codes that assist patient populations
through programs extending beyond the provision
of services or care.®

We classified disease area of focus and extracted (as
available) total annual revenue and total annual
donations between January 15, 2016 and December
315, 2016 from Form 990 tax filings and annual
reports/websites, respectively. We then used PAO
annual reports and websites to 1dentify donor lists,
quantify donations from industry (defined as
medical drug or device companies), and establish
conflicts of interest (COI) policies.

Results

Analyzed Otolaryngologic PAOs Annual Revenue and Donations
to Otolaryngologic PAOs

Annual Revenue in millions, $

Greater than or Equal to 10 2 (6.3)
5-9.99 2(6.3)

= Otology/Neurotology 1-4.99 19 (39.4)

= Allergy <] 9 (28.1)

Head & Neck Oncology Annual Total Donations in millions, $

: :;Zt:;‘: - Greater than or Equal to 10 Ly
5-9.99 2(6.3)
1-4.99 3(94)
4| 8 (25.0)
Unclear 18 (56.3)

Characteristics of Otolaryngologic PAOs

Publicly Available Donor List
Yes 15 (46.9)
No 17 (53.1)
Industry Donors
Yes 10 (31.3)
No 5 (15.6)
Unclear L (Ol
COI Policy Published on Website
Yes 11 (34.4)
No 21 (65.6)
Annual Industry Reported Donations, $
>1,000,000 0 (0.0)
500,000 - 999,999 2 (6.3)
100,000 - 499,999 1(3.1)
<100,000 0 (0.0)
Unclear 29 (90.6)

Conclusions

1. Significant variation among PAOs with respect to both disease area and public disclosure of donations.

2. Half of all PAOs — including the highest-revenue organization (Starkey Hearing Foundation; total annual
revenue exceeding $22 million) — were focused on patients with otologic/neurotologic conditions, which
may be attributed to the high prevalence of hearing loss.

In contrast, other patient populations (e.g., individuals with obstructive sleep apnea) may lack such
advocates, highlighting the importance of professional societies such as the American Academy of
Otolaryngology — Head and Neck Surgery (AAO-HNSF) in promoting the interests of these patients.’

Solutions

PAOs may voluntarily implement rigorous
internal policies to protect against financial COls
with donors. In a recent survey of PAOs, many
organizations acknowledged the need for more
robust self-governance mechanisms.!> PAOs
should publish these internal policies to promote
transparency for the benefit of external
stakeholders.

Lawmakers could require drug and device
companies to publicly report donations to PAOs,
as 1s currently required for industry payments to
clinicians.>*

Professional societies such as the AAO-HNSF
could incentivize transparency by maintaining a
publicly accessible online repository of PAOs and
their disclosure practices.
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