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Why the Focus on Patients?

* FDA and Patient Focused Drug Development (PFDD) meetings
e 21st Century Cures Act and “patient experience data”

* Increased use of social/digital media for branded and unbranded
initiatives

* Focus on rare and orphan diseases

* Growth, sophistication of patient organizations

e Significant focus on drug costs and price increases

* Independent co-pay foundation scrutiny, investigations, settlements
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Patient Groups: Overview

 Disease or condition-specific

» Established/historic vs. new
 Vary in size, scope, mission (e.g., international, national, regional, local)

 Different budgets/operating money
 Different initiatives or program offerings (e.g., R&D, grants, education)

* Lobbying vs. no advocacy
* May interact with government agencies (e.g., FDA, CMS, NIH)

 Conflict of interest policy

* No specific FDA or OIG rules/regulations addressing interactions with
patient groups
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Congress and Patient Groups (Jun. 2019)

We write to request information regarding your organization and its financial relationship

with oploid manufacturers and other entities that manufacture products to treat pain. As

Chairman and Ranking Member of the Senate Finance Committee, we have a responsibility to

ensure transparency and accountability in matters that directly affect Federal healthcare

programs and tax-exempt organizations. This responsibility includes examining the extent to

which pharmaceutical manufacturers fund tax-exempt organizations and how these payments
Wi | may influence pain treatment practices and policy.

Dr. David Charles
Chairman
Alliance for Patient Access

Dear Dr. Charles,
-

We write to request infi

ot s oisied. Organizations and physicians.! The purpose of this investigation was to understand the nature of
s ool these relationships and to determine the extent to which they were responsible for promoting
misleading information about opioid safety and effectiveness.” During the investigation, the

programs and tax-exempt orga
which pharmaceutical manufag
may influence pain treatment p

This Comumuttee has a
their relationships with tax-exempt entities influence pain treatment practices and policy. In |

2012, Chairman Grassley, along with then-Chairman Max Baucus, initiated a bipartisan
investigation into the connection between opioid manufacturers and non-profit medical
organizations and physicians.' s i
these relationships and to dete:
misleading information about
Commirtee stressed the import
aorder to prevent improper use
investigation before the end of

.

members are adequately disclosing these conflicts to the Federal government to ensure that their
guidance remains objective and transparent to the medical community and to patients.

! Bawcus, Grassley Seck Anvwers About

opioid manufacturers.® It is imperative that Congress ensure that these organizations and their l
AY

FDLI



Congress and Patient Groups (cont’d)

Dr. David Charles
Chairman

Alliance for Patient A
1275 Pennsylvania Ave
Suite 1100A
Washington, DC 20004

Dear Dr. Charles,

We write to reqy
with opioid manufactu
Chairman and Ranking
ensure transparency and
programs and tax-exes
which pharmaceutical
may influence pain treai

This Commuttes
their relationships with

these relationships and
misleading information

Please provide a detailed accounting of all payments/transfers (including but not lmited
to contributions, grants, advertising, program sponsorship, and other revenue or
remuneration) received from any manufacturer of drugs, devices, biologicals or medical
supplies® and individuals that produce, market, or promote products on these entities”
behalf. Please provide this information in hard copy, PDF, and in a Microsoft Excel
workbook. For each payment identified, provide:

In addition to financial support, identify and describe any collaborative activity between
your organization and the entities idenfified in Question 2 from 2012 to the present and
the imeframe 1n which such activity took place.

Does your organization maintain a conflict of interest policy? If so, please provide us a
copy of the current policy and tell us how long this policy has been in effect. In addition,
please describe any additional mechanisms your organization uses to police conflicts of
interest and to promote transparency of funding sources.




Patient Groups & Media

e o KHN launches “Pre$cription for Power,” a

groundbreaking database to expose Big Pharma’s ties

to patient groups.

Tracked Donations to Number of Patient

Pharmaceutical Company Patient Advocacy Groups Adv G 2015
Pharmaceutical companies gave at least $116 million to patient 2015 Seaeybroups
advocacy groups in a single year, reveals a new database logzing Pizerine. 528,860,052
12,000 donations from large publicly traded drugmakers to such AobVie Ine. 524,681,287
organizations. Bristol-Myers Squibb Co. $20,528,919
rauent Auavocdacy uroups Take | RS i
Millions From Dr ug akel'S. I: e e
Johnson & Johnson $6,063,579
?

There A PaybaCk’ Amgen Inc. 53,165,159

How Many Patient Groups Received
Pharmaceutical Funding?

spent on federal lobbying. The 14 companies that contributed $116 million to

patient advocacy groups reported only about $63 million in lobbying activities

KHN identified 1,215 U.S. nonprofits that function as patient advocacy
groups. Of those, 594 received funds from the pharmaceutical
companies in the PreScription for Power database.

@ Groups receiving funds @ Groups not receiving funds

that same vear.

Perrigo Co. PLC @ $175,300

Baxter International Inc. © $154,004

Biogen Inc. @ $152,827

390
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84
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Patient Groups & Media (cont’d)

— -
—

2 Dollars for Doctors

T
9) PUBLICA Journalism in the

American Pain Foundation Shuts Down as Senators
Launch Investigation of Prescription Narcotics

How Industry Money Reaches Physicians

Show All

Professional Health Care
Groups

w American Academy of Orthopaedic Surgeons
n American Academy of Allergy Asthma &
Immunology

n American Academy of Dermatology

n American Academy of Famdly Physicians
n American College of Obstetricians &
Gynecologists

n American College of Surgeons

» American Dental Association

n American Dietetic Association

w American Medical Association

n American Psychological Association

n American Society of Anesthesiologists

» American Society of Colon and Rectal
Surgeons

w American Society of Consultant Pharmacists
n American Society of Health-System
Pharmacists

w American Society of Hypertension

n American Society of Nephrology

w American Society of Plastic Surgeons

a

SSEE

How Much Money Do Groups Receive From Industry?_l

~ | Emails Show Drug Company Used Third-Party
Alzheimers Assed Medical Groups to Influence Regulators, Undercut

| himeieewgd] Rivals
funding research. ¥
Cardiac Society Draws Bulk of Funding From Stent
American Ac M akers

Asthma and mim|

A professional organization dedicated to
those practicing in the allergy/ immunology

American AcaddRe ports Detail More Drug Industry Ties to Medical
ermatology .
A professional S[]C]_etles

practicing national

Ehe New Jork Eimes

—|Groups

Senator Grassley Seeks Financial Details From Medical
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Calls for Increased Transparency

As the Finance Committee works to address a’rug pricing, one of my fop

priorities has been holding pharmaceutical companies accountable for their
September 24, 2019

actions, including by increasing transparency around the tactics these
Senator Hassan Op- ’ g by g P Y

Healthcare: To Hold companies use. In particular, Chairman Chuck Grassley (R-lowa) and ranking
Accountable, First W
Transparency

WASHINGTON - In case you missed it, Senator
ed for Modern Healthcare highlighting the need f

member Ron Wyden (D-Ore.) are conducting important oversight investigating
the ways drug companies are using foundations to provide misinformation on

pain management and the safety of opioids.

pharmaceutical industry in order to shed light on

unnecessarily driving up prescription drug costs.

In July, Senator Hassan worked with collsagues fg One way we can jump-start that effort is expanding the Medicare Open
biporlisan |egis|oﬂon, the Prescﬂ'pﬁon Drug Pricil . L.
Senate Finance Commitice. The bill would enact ¢ Payments database to include payments made by op:om" manufacturers to not-

prescription drug costs for Medicare Part D benel

for-profit foundations and require these foundations to submit annual disclosures

pharmaceutical companies that raise drug prices

H hed to include stitk lties f X . . i .
Fosan pished B Inclies 87er Panalies T to HHS’ Office of Inspector General. By increasing transparency and eliminating

of prescription drugs in the Senate bill, and will

this specific problem. According to the non-partisg these deceptive anti-competitive practices, we can improve our healthcare

Office, the bill would save Medicare beneficiarie:

premiums and outof-pocket cosis, and would sov system, lower costs for faxpayers and, most impor.fanrfy, save lives. /\



Integrating the Patient Voice

Drug
Discovery

Define Patient Journey
Early Insight

Ethnography

Social Listening

Patient Profile Library

Patient Panels

Inform IND & Protocol

Clinical Clinical Clinical Phase
Phase | Phase 2 3

—— &

Patient Input
* Clinical Study Design

* PRO Development
 Trial Recruitment/Patient Ads

* Advocacy & Social Groups Communication &
Materials

* Healthcare Literacy

FDA Filing

—— &

Patient Insight

* Marketing / Access

* Payer Advisory

* Program Design & Patient Services

* Publications

Post

Approval

A

FDLI



Q&A

* What function within a pharmaceutical or medical device
manufacturer should “own” interactions with patient groups?
* Commercial (e.g., sales/marketing)?
* Medical?
» Corporate Affairs/Communications?
* Other (dedicated function i.e., Patient Affairs)

* Why? What are some of the potential issues/concerns?
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Q&A

* Is it appropriate for manufacturers and patient groups to collaborate
on unbranded or disease awareness activities?

* If so, what things should both parties consider?

* Transparency?

e Accuracy and consistency in content?
* Financial relationship?

* FDA regulations?

* What are some of the potential risks?
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Q&A

* Are there any recent FDA or other enforcement updates to consider
for branded content including patients?
* Patient ambassadors?
* Patient testimonials?
 Social media?

 What interactions, if any, should manufacturers have with patient
groups regarding branded content?
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Q&A

* Are manufacturers or patient groups ready to for consistent with
FDA-label (CFL) data?

* Can manufacturers use CFL data with a patient or patient group
audience?
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Q&A

* What are some of the risks or issues associate with patient support
or access materials?
* Adherence or reminder messaging?
* Convenience or quality of life messaging?
* Product administration and training?
* Fraud and abuse risks?

* Are these types of materials important to patient groups?
* What information are they looking for?
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