
BEST PRACTICES 
FOR  ENGAGING 
WITH INDUSTRY



THE DRUG DEVELOPMENT PROCESS

IS AT THE EPICENTER

OF A SEISMIC SHIFT  



It’s ALL
about the 
PATIENTS 



GONE are the days 
when pharmaceutical 
companies would only 
partner with scientists and 
physicians to develop new 
medicines, with patients 
only becoming part of 
the process upon 
enrolling in a 
clinical study.

TODAY the 
value of patient 
involvement and 
their collective 
voice goes 
beyond clinical 
studies.
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PATIENTS 
HAVE MOVED 
FROM 
PASSENGERS…
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TO CO-PILOTS



FDA and Patient Engagement 
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Patient involvement 
introduces important 
topics such as:

• Meaningful clinical 
outcomes

• Quality of life
• Burden of disease
• Unmet needs
• Patient acceptable 

risk-benefit ratios

FDA has been 
working to 
incorporate the 
patient voice 
into its 
regulatory 
review process, 
which in turn 
helps inform 
decision 
making. 

PFDD refers to the 
meaningful engagement 
of patients in the 
development of 
therapeutic products and 
the important roles 
patients play in improving 
the entire process.

21st Century Cures: A Commitment to Patient-
Focused Drug Development (PFDD)  



Partnership Between Patient Groups 
and Industry Is More Important than 
Ever



Patient Advocacy Groups Are Uniquely 
Positioned to:
• Raise awareness and overcome stigma of medical conditions
• Provide support and disease education to patients
• Push the pace of research and development of new medicines
• Advocate for policies
• Form connections between disease experts and drug 

developers
• Provide drug developers with relevant insights into the patient 

community
• Facilitating and/or sponsoring patient registries and natural 

history studies
• Ensure access to novel therapies
BIO Guiding Principles for Interaction with Patient Advocacy Organizations



Survey of Patient Groups
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HOW THE PHARMACEUTICAL INDUSTRY 
CAN BETTER SERVE US:

WHAT WE CAN DO ON BEHALF OF OUR 
PHARMACEUTICAL PARTNERS:

Improve transparency and authenticity Be more clear about lines we are not 
willing to cross

Seek our input in the design and 
execution of clinical trials

Behave more like businesses, meeting 
our commitments in a timely fashion

Involve us in awareness and education 
campaigns for patients, healthcare 
providers (HCPs), and caregivers

Stay focused on core mission and avoid
initiating programs simply to chase 
more funding

Provide follow-up when meetings are 
convened to seek our counsel on 
unmet needs 

Frequently report back to funders on
the impact of dollars raised and spent

Use request for proposal (RFP)/grant-
giving process to reward collaboration 
among patient groups 

Establish more patient registries that 
pharma can use for drug trial 
recruitment and outreach
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INCREASED 
PUBLIC 

SCRUTINY

INCREASED 
VISIBILITY 

Brings 





Gretchen-add visual of someone lost without map.  The point is we know something has to be done but we don’t know how to get there.
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Guidance Documents and 
Best Practices for 

Interactions



BIO Guiding 
Principles

PhRMA Principles 
on Interactions 

with Patient 
Organizations

Effective 
Engagement with 
Patient Groups 
Around Clinical 

Trials

National Health 
Council Standard 

on Corporate 
Relationships

Guidance Documents

Principles for interactions with biopharmaceutical companies: 
the development of guidelines for patient advocacy organizations 

in the field of rare diseases



The Goal for Collaboration Is To Work Toward 
Advancing Meaningful Treatments for Patients

Trust through 
transparency

Accountability

Shared learning



Best Practices: Four Areas of 
Engagement
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1. Identification and Engagement of Companies

• Be proactive in seeking contact with companies with aligned 
goals

• Know your value and engage with multiple companies to gain a 
diversity of views

• Discuss goals and expectations at the outset to ensure mutual 
benefit

• Reserve the right to disengage at any point if the goals are not 
aligned
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2. Patient Engagement and Patient Privacy

• Have a clearly defined purpose for interaction and set of 
objectives

• Share insights through group discussions rather than one-
on-one

• Expect learnings and outcomes to be shared openly for mutual 
benefit

• Ensure that both patients and companies are thinking through 
privacy rights
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3. Financial Contributions

▪ Maintain proper documentation of all requests for financial 
support on donor’s letterhead with clearly defined objectives

▪ Ensure contributions support the organization’s mission and 
allow for autonomy

▪ Request unrestricted funding OR sponsorship of specific activity
▪ Be transparent; establish ways to show funding
▪ Seek donations in a fair and transparent manner among multiple 

partners to avoid real or perceived exclusive relationships
▪ Report results back
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4. Clinical Trial Communication and Support

• Provide unbiased education to patients on the importance of 
clinical trials

• Enable informed decision-making and do not influence choice
• Do not advocate for any one drug or trial
• Disseminate accurate and fair-balanced information without 

added opinions or commentary
• Have a policy on the use of social media
• Ask companies to share results back
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Manage Real or Perceived Conflicts of Interest 
by Establishing Clear Internal Guidance

National Health Council: Standard on Corporate 
Relationships 
1. Corporate Relationships Criteria

– Written policy that includes criteria for evaluating industry 
relationships

2. Written Agreement Requirements
3. Disclosure Requirements
4. Divisions, Chapters, or Affiliates
5. Written Operating Procedures
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“If patient engagement 
were a drug, it would be 

the blockbuster drug of the 
century and malpractice 

not to use it.

Leonard Kish 
The blockbuster drug of the century: an engaged patient

“



“It takes many 
good deeds to build 
a good reputation, 
and only one bad 

one to lose it.

Benjamin Franklin

“



Resources
BIO (Biotechnology Innovation Organizaton) www.bio.org
CCTI (Clinical Trials Transformation Initiative) www.ctti-clinicaltrials.org
Faster Cures  www.fastercures.org
21st Century Cures and PFDD
www.fda.gov/drugs/developmentapprovalprocess/ucm579400.htm

National Health Council  www.nationalhealthcouncil.org/
PhRMA www.phrma.org/
Principles for interactions with biopharmaceutical companies: 
the development of guidelines for patient advocacy organizations 
in the field of rare diseases
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PANEL DISCUSSION
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