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About the Biotechnology Innovation Organization  

 

The Biotechnology Innovation Organization (BIO) is the world's largest trade 
association representing biotechnology companies, academic institutions, state 
biotechnology centers and related organizations across the United States and in 
more than 30 other nations.  BIO members are involved in the research and 
development of innovative healthcare, agricultural, industrial, and environmental 
biotechnology products.  In addition to advocating for our members, BIO works 
toward enriching the industry with networking, partnering, and education 
opportunities, including the BIO International Convention, the world’s largest 
gathering of the biotechnology industry, and industry-leading investor and 
partnering meetings held around the world.   

 

Corporate members range from entrepreneurial companies developing a first 
product to Fortune 500 multinationals. BIO also represents state and regional 
biotech associations, service providers to the industry, and academic centers.  

 



 

ABOUT THE SUMMIT  
 

About the BIO Patient and Health  
Advocacy Summit 

 
 
The BIO Patient and Health Advocacy Summit brings together 

patient advocacy and provider organizations, medical 

professional societies, voluntary health organizations, 

patients and caregivers, regulators, policy makers, and the 

biotechnology industry for two days of programming to 

discuss timely policy issues, share best practices, and 

exchange ideas.  The annual Summit provides invaluable 

opportunities to advance partnership among stakeholders in 

the healthcare ecosystem. 

 
BIO is proud to host this event and provide an opportunity for 

stakeholders to come together to discuss how we as a 

community can work together to help advance our shared 

goal of bringing new treatments to patients and to support 

public policies that promote innovation and improve patient 

access.  

 
The fifth annual BIO Patient and Health Advocacy Summit 

convened over 300 attendees from more than 200 unique 

organizations and BIO member companies on November 3  

and 4, 2016, in Washington, DC.  Attendees and speakers 

explored a variety of topics, including the reauthorization of 

the Prescription Drug User Fee Act (PDUFA VI) and its 

implications on the advancement of the science of patient 

input; legal and regulatory challenges around patient-focused 

drug development; the incorporation of patient perspectives 

in the development of value frameworks; and collaborating 

with stakeholders in the healthcare system to help inform and 

shape coverage policies impacting patient communities.   

 
 

“It’s the power 
of patient 
engagement 
that can speed 
and improve 
the process  
of drug 
development.” 
 
 
Paul Hastings, Chairman 
and Chief Executive Officer, 
OncoMed Pharmaceuticals, 
and Chair, BIO Board 
Patient Advocacy 
Committee 



 

2016 SUMMIT ATTENDEES 
 
 
 
The fifth annual BIO Patient and Health Advocacy Summit 

convened over 300 stakeholders from more than 200 different 

organizations and BIO member companies from sixteen different 

states and the District of Columbia, representing the largest and 

most diverse Summit audience to-date.   

 

 

Patient Advocacy Organizations - 46%

BIO Members - 26%

Consultants - 7%

Think Tanks - 4%

Academics - 3%

Professional Societies - 3%

Media - 3%

Other - 3%

Government - 2%

BIO Affiliates - 2%

Provider Organizations - 1%
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SESSION RECAPS 
 
 

Keynote Luncheon 
The 2016 Election and Health Care: 

Challenges, Opportunities,  
and What Comes Next 

 
 
On the heels of the 2016 U.S. General Election, Summit 

attendees were treated to a lively town hall-style discussion 

featuring Brian Rye, Senior Health Care Policy Analyst, 

Government Team, Bloomberg Intelligence, David 

Wasserman, U.S. House Editor, The Cook Political Report, and 

Fritz Bittenbender, Senior Vice President, Government Affairs, 

Genentech.  Bittebender started the conversation off by 

reminding us that, “we’ve never seen an election cycle like 

the one we are facing.  We are at an interesting intersection 

of healthcare policy in America.  This election could 

fundamentally change the outcome of the policy initiatives 

that have been on the table in Washington and around the 

country.”  In Bittenbender’s opinion, we are looking at the 

“decade of the patient,” particularly with respect to the 

regulatory review and approval of new drugs.  Patient 

centricity is really driving much of change we are seeing in 

the healthcare industry.  It is important that we do not lose 

sight of the patient voice and that we work together to 

ensure that the patient perspective has a true and meaningful 

impact on drug discovery and delivery. 

 
Wasserman broke down the division that currently exists 

amongst U.S. voters, noting that 40 percent of the country is 

strongly opposed to Donald Trump being elected president 

and 40 percent of the country is strongly opposed to 

Secretary Hillary Clinton being elected president.  In 

Wasserman’s assessment, the United States is headed for a 

“legitimacy crisis in January.”  Wasserman’s concern is not 

that there will be a crisis in the peaceful transfer of power, 

but rather the question of if the next President is seen as a 

legitimate winner.  Speaking to the state of the race on 

November 3, Wasserman assessed that it is very tight,  

 

“This is the 
decade of the 
Patient.  The 
‘P’ in PDUFA 
should stand 
for ‘Patients.’” 
 
 
Fritz Bittenbender, Senior 
Vice President, Government 
Affairs, Genentech  



 

generally hovering around a three-point lead for Secretary 

Clinton.  His research shows that, in order for Trump to win, 

he would need massive support from the white, non-college 

educated working class, a strong turnout from traditional and 

mainstream Republicans, and lower than average Democratic 

turnout.  After doing a deeper analysis into the swing and 

firewall states, Wasserman turned the discussion over to Rye 

to speak about the policy implications of this election. 

 
Rye spoke about what the election results might mean for the 

future of healthcare policy, specifically the 21st Century 

Cures Act.  While the bill is at a standstill until the election 

results are in and we know who will be in control of the White 

House, Congress, and the Congressional committees which 

have jurisdiction over health policy, Rye believes that, should 

the bill fail to advance in the remaining days of the current 

Congress, Secretary Clinton would move the legislation 

forward once she assumes office.  However, Rye also noted 

that a win by Secretary Clinton most likely opens the door for 

Senator Bernie Sanders (I-VT) to become Chair or Ranking 

Member of the Senate Health, Education, Labor, and Pensions 

(HELP) Committee.  Senator Sanders has been critical of the 

legislation and there are persistent fears that he might not 

advance the bill.  On the flip side, a Trump win will most 

likely result in a Republican Congress and a repeal of the 

Affordable Care Act (ACA).  Rye also advised the audience to 

closely watch who Trump might appoint to Secretary of 

Health and Human Services (HHS) should he win the election.  

This appointment will tell us a great deal about how Trump 

would approach repeal and replace of the ACA.  

 
Looking past the election, Bittenbeder asked Rye and 

Wasserman, “What happens moving forward?”  If Secretary 

Clinton wins, Wasserman believes the Republican Party is 

irrevocably divided.  Additionally, if Trump loses narrowly, he 

may blame House Speaker Paul Ryan (R-WI) for the loss, 

leaving Ryan’s speakership in question.  If Trump wins, the 

big question will be, “does he see this as vindication for his 

platform and does he push Ryan out, or, do he and Ryan 

reconcile and work together?”  Wasserman told the audience 

that he believes Mike Pence, Trump’s Vice Presidential 

“We have 
some very 
important 
policy 
initiatives that 
have to get 
done 
regardless of 
who wins this 
next election 
cycle – 
particularly for 
patients.” 
 
 
Fritz Bittenbender, Senior 
Vice President, 
Government Affairs, 
Genentech  
  



 

candidate, would be a key figure in that determination.  Rye 

noted that while a Clinton presidency and a Sanders HELP 

Committee may not be aligned on all healthcare issues, he 

believes that Secretary Clinton would find a way to work with 

Senator Sanders to advance the Prescription Drug User Fee 

Act (PDUFA), must pass-legislation to ensure the continued 

review and approval of new drugs by the U.S. Food and Drug 

Administration.   

 
Bittenbender, Rye, and Wasserman concluded that, while 

there is quite a bit of uncertainty at the intersection of 

healthcare and policy in this election cycle, one thing is 

certain: Americans are anxious for the 2016 Election to be 

over. 

 

 

 

 



 

PDUFA VI and the Patient Voice in Drug 
Development: What’s Next? 

 
 

The Prescription Drug User Fee Act (PDUFA) provides the U.S. 

Food and Drug Administration (FDA) with necessary 

resources to meet performance goals for the regulatory 

review of new medicines.  In July 2016, the FDA released the 

Performance Goals Letter for the sixth reauthorization of the 

PDUFA program, outlining a series of commitments that the 

FDA will meet over the next five years to continue to ensure 

patient safety, maintain the FDA’s high standards for 

regulatory review, and promote timely access to safe and 

effective medicines for patients.  

 
Cartier Esham, PhD, Executive Vice President, Emerging 

Companies Section (ECS), and Vice President, Science and 

Regulatory Affairs, Biotechnology Innovation Organization 

(BIO), spearheaded a lively discussion to tackle this very 

topic and delve into the how industry, patients, and the FDA 

engage around the drug development process.  Esham began 

her remarks by stating that, “PDUFA V got the ball rolling and 

set the stage for the importance of patient voices.  PDUFA VI 

now looks to a very robust series of guidance to ensure how 

our community turns anecdotes into evidence and how that 

evidence can be collected and submitted for a specific 

purpose to inform drug development and regulatory 

agencies.”  

 
With that in mind, Esham opened the discussion up to the 

panelists and posed the question, “How do you see this 

advancement of patient input really changing your day job?  

How will it affect how you do your work and who you engage 

with?” 

 
The FDA was represented by Laura Lee Johnson, PhD, 

Associate Director, Division of Biometrics III, Office of 

Biostatistics, Office of Translational Sciences, Center for Drug 

Evaluation and Research, U.S. Food and Drug Administration.  

Johnson answered Esham’s question by explaining that, at its 

core, “we [FDA] work for the U.S. public.”  PDUFA V brought 

patients more into the fold at the FDA, which, according to 

Johnson, allowed “the patient perspective to start in the  



 

translational stage.”  Today, the FDA evaluates data and uses 

analysts and a clinical staff who communicates with patients.    

 
Cynthia Bens, Vice President of Public Policy, Alliance for 

Aging Research, spoke to the patient perspective and her 

organization’s work around endpoint development.  Bens’ 

team has led the charge for two functional endpoints in 

sarcopenia.  While the condition has been studied for twenty 

years, drug development in the space has largely failed 

because no two endpoints are the same.  The Alliance for 

Aging Research joined a growing movement of disease 

groups in sharing information they developed with drug 

companies and regulators to help advance discovery in this 

space.   

 
Annie Kennedy, Senior Vice President, Legislation and Public 

Policy, Parent Project Muscular Dystrophy (PPMD), believes 

PDUFA V changed the landscape for the patient community 

and served as a blueprint for how to engage with regulators 

and industry.  The PPMD team worked on a draft guidance for 

the FDA after the FDA told PPMD that it could not complete a 

separate guidance for each rare disease.  PPMD developed its 

own guidance which was eventually submitted to the FDA.  

Eleven months after the Duchenne community submitted its 

guidance, the FDA developed draft guidance for the 

Duchenne community.  Through this process, Kennedy said 

that PDUFA V was “everything” for the Duchenne community.  

In Kennedy’s opinion, PDUFA V was like, “flying a plane while 

we are building it.”  Her hope is that PDUFA VI will allow for 

the creation of better transparency tools to allow for greater 

collaboration between the FDA and industry.  

 
Richard Pops, Chairman and Chief Executive Officer, 

Alkermes, believes PDUFA VI will change the way drugs are 

developed.  He believes the number one goal of PDUFA VI is 

to elevate the voice of the patient throughout the life cycle of 

product development.  “The evolution from anecdote to 

evidence and the distillation of passion into data that people 

can understand is the process we are in right now.  Through 

PDUFA VI there is a process to get to the answer.” 

 
Speaking to the language of patient- focused drug  

“The evolution 
from anecdote to 
evidence and the 
distillation of 
passion into data 
that people can 
understand is the 
process we are in 
right now.  
Through PDUFA 
VI, there is a 
process to get to 
the answer.” 
 
 
Richard Pops, Chairman and 
CEO, Alkermes 



 

development, the panelists agreed upon the need for all 

stakeholders to coalesce around one agreed upon “glossary of 

terms.”  Taxonomy and nomenclature were issues raised 

during the PDUFA VI negotiations.  Johnson spoke of the 

Biomarkers, EdnpointS, and other Tools (BEST) model utilized 

by the FDA and the National Institutes of Health (NIH) which 

provided a shared glossary of terms that allowed the 

agencies to speak the same language.  Kennedy added that 

the terminology must motivate the patient community 

because the language used depends on the stakeholder using 

it.  One term may mean have very different meanings to a 

patient versus a payor versus a regulator.  While Pops agrees 

with the importance of creating a vernacular consistent 

across the board, he did concede that, “the learning curve 

was so steep.”  There are legal implications for a company 

wanting to speak with a patient which, in turn, impacts the 

language used amongst the two parties, particularly so as not 

to appear promotional in nature. 

 
An impassioned advocate asked the panelists how to better 

understand what the patient community can do to make a 

change.  Pops emphatically told the room, “Don’t ever lose 

the sense of outrage.  The outcome you are all seeking is 

valid.”  Kennedy echoed similar sentiments and encouraged 

the attendees in the room to utilize their strong grassroots 

outreach networks in getting pertinent legislation, such as the 

21st Century Cures Act, passed and to keep the patient voice 

active in the regulatory process.  She also encouraged the 

patient groups to meet with newly elected Members of 

Congress to help them understand the shared priority of the 

patient community, industry, and the FDA: elevating and 

incorporating the voice of the patient.  

 
 

“PDUFA VI is 
a pathway to 
get what we 
need for our 
communities.”  
 
 
Annie Kennedy, Senior 
Vice President, 
Legislation and Public 
Policy, Parent Project 
Muscular Dystrophy 



 

Keeping Pace with Patient-Driven Drug 
Development: Overcoming Emerging Legal 

and Regulatory Challenges 
 
 

The patient voice is essential to the development of new 

treatments and therapies.  Patients provide a perspective 

that is critically important to the drug development process 

by helping developers better understand the burden of 

disease, identify the unmet needs that are most important to 

the patient, and establish patient-centered outcomes and 

endpoints.  However, obtaining these perspectives forces a 

reexamination of the legal and regulatory issues that govern 

how industry interacts with and collects data from patients 

and patient advocacy organizations.  

 
To conclude day one of the 2016 BIO Patient and Health 

Advocacy Summit, attendees examined how patient advocacy 

organizations and the biopharmaceutical industry are working 

collaboratively to navigate and break through these barriers 

to meaningfully integrate the patient voice throughout the life 

cycle of product development. 

 
Amy Comstock Rick, JD, President and Chief Executive 

Officer, Food and Drug Law Institute, began the conversation 

by deeming the past ten years the “decade of the patient.”  

There has been a significant movement in patient 

engagement over the last decade which has allowed the 

patient voice to engage more meaningfully with industry.  

“Today, we have seen transformative change where the need 

of the patient is given tremendous weight, but this is still a 

work in process.  In the past few years, we have seen 

significant examples where the patient organization 

community is engaged in many stages of the drug discovery 

process, including defining and developing the research 

questions, defining the relevant endpoint, getting data 

needed for disease natural history, helping to raise funding 

and perhaps having an equity share in the treatment, and 

working with payors to ensure post approval access is real.”  

Unfortunately, the legal structure under which drug 

development, review, and approval operates and the 

development culture are not always aligned in their approach.   

 

 

“We have seen 
transformative 
change where 
the need of the 
patient is given 
tremendous 
weight, but this 
is still a work in 
process.” 
 
 
Amy Comstock Rick, JD, 
President and Chief 
Executive Officer, Food and 
Drug Law Institute 



 

In Rick’s estimation and for the purposes of the panel, the 

legal challenges that industry and patient advocacy 

organizations may face fall into four buckets:  

 
1. An issue that simply cannot be done legally; 
2. The law does not answer the question as to whether 

or not the issue is legal; 
3. There are areas where the issue is permitted under 

the law but there is a long history of cultural 
misunderstanding about how it should be done; and 

4. The issue is legal and may be done. 
 
Maureen Japha, JD, Director, Regulatory Affairs, FasterCures, 

emphasized the importance of addressing the challenges and 

barriers associated with engaging in patient and industry 

partnerships and noting that it is essential for both parties to 

learn how to effectively navigate the legal landscape.  

 
Liz Lewis, JD, Chief Counsel, Global Oncology Business Unit 

and Head, Patient Advocacy, Takeda Pharmaceuticals, 

countered by noting that there is often a tension in the 

biopharmaceutical industry between wanting to explore 

“outside of the box” ideas and complying with the legal 

parameters that exist.  The biopharmaceutical industry is 

highly regulated and, unfortunately, the legal arm of the 

industry has not quite caught up with the advocacy arm of 

the industry.  According to Lewis, “you are trying to fit 2016 

advocacy activities into an antiquated framework that did not 

anticipate those advocacy efforts.”  Further, Lewis suggested 

there is a fifth bucket to add to Rick’s list.  “The fifth bucket is 

that the answer isn’t yes and the answer isn’t no, the answer 

is it’s complicated.” 

 
Roslyn Schneider, MD, MSc, FACP, FCCP, Global Patient 

Affairs Lead, Pfizer, believes that it is imperative to bring the 

patient voice into all aspects of the drug development 

process.  Through Schneider’s role at Pfizer, she is tasked 

with bringing the patient perspective into everything that the 

company does, end to end, so that it is never too late for a 

patient’s voice to be heard. 

 
Rick moved the conversation to the topic of how to navigate 

pre-approval promotion.  Lewis said that, for industry, it is a 

constant balance internally - the issue of transparency of 

drug approval obligations versus jeopardizing the road to 

approval.  Schneider echoed similar sentiments.  In working 



 

with a clinical trial, once the results are released to the 

scientific community, they should also simultaneously be 

trusted with the patient community.  The challenge is for 

both respective audiences to understand the nuances in 

language.  Japha drove the point home further when she 

discussed the challenges with proprietary information in 

relation to the nuanced language.  To this point, Ronnie 

Todaro, MPH, Vice President, National Programs, Parkinson’s 

Disease Foundation, reminded the audience of the 

importance of a confidentiality agreement and the need to 

examine the existing framework for accountability. 

 
A question posed to the panel was that of the patient 

community’s responsibility to educate the biopharmaceutical 

industry.  Japha suggests patient groups must identify where 

resources would be beneficial, inform organizations where 

risks can exist, identify the role for industry to educate 

patients and patient advocates where barriers currently exist, 

and work together for alternatives to reach the end goal.   

 
The panelists agreed that it is essential to recognize the 

patient voice and involve those voices early in drug 

development.  With that in mind, the challenge will always 

remain the limitations of the law.  Patient advocacy 

organizations and the biopharmaceutical industry alike 

agreed that the most important outcome is to be most 

effective in accelerating therapies. 

 
  

 



 

What Value Means to Me: Patient Perspectives 
in the Development of  

Value Assessment Frameworks 
 
 

A proliferation of value assessment frameworks have 

emerged and caught the attention of many healthcare 

stakeholders, including patients, providers, payors and 

policymakers.  These frameworks take different approaches 

but ultimately have the same goal – to quantify and define 

the value of a medicine.  While there is debate around the 

appropriate utilization of these tools, what is agreed upon by 

all stakeholders is that unless the value assessments are 

patient-centered, methodologically rigorous, and holistic in 

their approach, any attempt to rely on them to make 

coverage or care decisions can actually lead to a less efficient 

and less effective healthcare system.   

 
A spirited discussion was moderated by Eleanor M. Perfetto, 

PhD, MS, Senior Vice President, Strategic Initiatives, National 

Health Council, in which developers of some of the most 

prominent value frameworks reviewed the hallmarks of their 

respective frameworks.  Perfetto opened the dialogue by 

providing her assessment that we are currently in 

“Valuepalooza” as many healthcare stakeholders are 

convening meetings, conferences, and discussions about 

value frameworks, illustrating not only the importance of the 

conversation about what value is and what it means, but also 

the high level of interest among all players in the healthcare 

ecosystem.  

 
Al Benson, III, MD, FACP, FASCO, Associate Director for 

Cooperative Groups, Robert H. Lurie Comprehensive Cancer 

Center of Northwestern University, and Chair, National 

Comprehensive Cancer Network Guidelines for Colon, Rectal, 

and Anal Cancers, and Chair, National Comprehensive Cancer 

Network Guidelines for Hepatobiliary Cancers, spoke to the 

attendees about the National Comprehensive Cancer Network 

(NCCN) Evidence Blocks.  At the core, these guidelines were 

designed for patients to work with clinicians to make the 

best, most informed decisions about their treatment.  NCCN 

evidence block panel members are disease sub-specialists 

and academic clinicians who integrate their recommendations 

“It’s not that 
patients are 
opposed to value 
frameworks.  
It’s just that 
they want to be 
engaged.”  
 
 
Dr. Eleanor Perfetto, PhD, MS, 
Senior Vice President, 
Strategic Initiatives, National 
Health Council  



 

on an on-going standard of care.  When making their 

recommendations, they consider efficacy, safety, and the 

quality and consistency of the evidence.  The evidence blocks 

are a visual representation of five key measures that provide 

important information about each specific recommendation.  

The darker the shading in the block, the higher the panel’s 

recommendation.  Dr. Benson said that, “The hope is that 

these blocks will enhance the conversation between patient 

and physician.” 

•   

Rick Chapman, PhD, MS, Director of Health Economics, 

Institute for Clinical and Economic Review (ICER), laid out the 

lessons learned from ICER’s value framework process.  First, 

the purpose of the framework must be well defined.  These 

frameworks must be intended to help guide patients’ and 

clinicians’ decisions, or decisions for the larger population 

when it is in regard to public policy and coverage 

implications.  ICER’s framework is largely intended to do the 

latter.  “One of the things we know is that people making 

decisions for themselves tend to make different decisions 

than for a larger group or society in general.  There are 

different things that will weigh differently when making these 

decisions.”  

 
Second, Dr. Chapman said it is important to engage the 

patient from the very beginning.  In an effort to understand 

what was and was not working and where there were gaps in 

its framework, ICER opened a public comment period.  The 

Institute received more than 300 public comments, many of 

which came from the patient and provider communities, with 

recommendations for future iterations of the framework.  

ICER understands this is an evolving process.  

 
Third, there must be an understanding of the importance of 

transparency which allows patients to feel that their voices 

are being heard.  Before beginning an assessment, ICER 

immediately contacts stakeholders, including clinicians, 

manufacturers, patients, and patient advocacy organizations, 

and convenes open meetings with the stakeholders to 

understand what is important to them and the communities 

they serve.  From there, ICER writes a formal scope outlining 

what it intends to assess and opens the document up for 

public comment, and, eventually, public meetings.  

 



 

Clifford A. Hudis, MD, FASCO, Chief Executive Officer, 

American Society of Clinical Oncology (ASCO), said that the 

impetus for the development of ASCO’s value framework was 

concern among its members over the rising cost of care.  

“ASCO’s mission is quality of care.  We believe that mission is 

accomplished by supporting education, by funding research 

to inform that education, and by building tools and standards 

for our professional members.”  Over time, ASCO has 

developed a value framework to identify meaningful 

endpoints of value, removed points for toxicity of various 

types, attempted to determine individual costs, and provided 

net health benefit.  In this process, ASCO chose to survey 

patients and learned that they would like their doctor to 

speak with them about value and the cost of treatment.  To 

define value, ASCO asked patients which they value more: 

quality of life or length of life.  ASCO found that patients 

valued both equally.   

 
From the practitioner side, attendees heard from Neelima 

Denduluri, MD, Associate Chair, U.S. Oncology Breast Cancer 

Research Committee, and Medical Oncologist, Virginia Cancer 

Specialists.  From her perspective, there are two truths in 

value of care – the science and the patient who is sitting in 

her office.  “When these two issues come up, or these two 

guiding principles, there is rarely a problem when something 

should be paid for is not being paid for.”  

 
Dr. Perfetto brought the conversation back to the need for 

patient engagement in the process of developing value 

frameworks.  Dr. Chapman believes this process is evolving 

as value assessments are somewhat novel.  There is still 

much that needs to be learned and incorporated.  He 

reminded the attendees that there are many definitions of 

“value.”  Dr. Denduluri noted that all that “value is dependent 

on the patient in front of you.”  With that in mind, Dr. 

Chapman advised the patient advocacy organizations in 

attendance to identify ways to become engaged throughout 

the entire process.  Dr. Hudis asked that patient advocates 

continue to expand their roles and provide as much feedback 

as possible.  Dr. Benson made the last point that the 

healthcare system is under a great deal of pressure to find 

value while still providing a high quality of care. 

 



 

Innovative Strategies to Enhance Patient 
Care: Engaging with Payors to  
Influence the Coverage Debate 

 
 

Payors are an important partner in advancing care and, just 

as it is critical for drug developers to understand the patient 

perspective, it is equally important that payors consider the 

patient experience as they make coverage determinations.  

Patient advocacy and patient-driven research organizations 

are discovering ways they can influence the dialogue with 

these organizations and recognize the role they can play in 

conveying the information and data needed to make informed 

coverage decisions that ensure patient access to care.  One 

patient advocacy organization, National Psoriasis Foundation, 

shared their story of working with providers and payors to 

help inform and shape coverage policies for their patient 

population.  

 
Tom Wallace, Senior Director, Global Advocacy and 

Professional Relations, Eli Lilly and Company, reminded 

Summit attendees that engagement “is a journey.”  He gave 

a brief history of the journey the biopharmaceutical industry 

and the patient community took to better understand each 

other and noted that, in many ways, we are still on that 

journey.  Wallace turned the discussion over to Leah 

McCormick Howard, JD, Vice President, Government Relations 

and Advocacy, National Psoriasis Foundation (NPF) to share 

her organization’s story.  

 
Over the last 50 years, the NPF has done a great deal to 

educate and advocate on behalf of the patients it represents.  

In the last decade, NPF spent a good deal of time asking 

patients, “What is hindering you from getting proper 

treatment?”  Many of the patients listed insurance limitations 

and proper access to healthcare officials as their primary 

obstacles.  NPF’s leaders asked themselves, “How can we 

have a higher level of conversation regarding what our 

patients need and how can we get there?”  Understanding 

that this is a problem that could not be fixed overnight, the 

NPF began incremental conversations with payors around 

specific issues and were pleasantly surprised at their 

receptiveness to engage.  Both sides were able to listen and  

 

“How can we 
have a higher 
level of 
conversation 
regarding what 
our patients 
need and how 
can we get 
there?” 
 
 
Leah McCormick Howard, JD, 
Vice President, Government 
Relations and Advocacy, 
National Psoriasis 
Foundation  



 

understand the challenges each other faced.  
 
John Latella, a patient representative of the International 

Dermatology Outcomes Measures and a long time psoriasis 

and psoriatic arthritis patient, as well as a cancer survivor, 

shared his experience with the audience.  Latella provided a 

firsthand account of a psoriasis patient living with the disease 

for 41 years.  Latella chose to participate in the National 

Psoriasis Foundation’s One-to-One Program to help newly 

diagnosed patients navigate through their own journey by 

sharing his own experiences.  

 
To effectively enhance patient care, it is important to include 

all stakeholders – regulators, patients, payors, and clinicians.  

Patricia Salber, MD, MBA, Principal, Zia Healthcare 

Consultants, said, “until we get everyone together to have a 

larger conversation, we are leaving opportunity on the table.”  

Her advice for attendees is to identify which payor is the 

most pertinent to the patient community you represent.  For 

example, advocates who work with patients afflicted with 

Alzheimer’s disease should make inroads with the Center for 

Medicare and Medicaid Services (CMS) a priority since the 

majority of the Alzheimer’s patient population is covered by 

Medicare, not private insurance.  Do not try to take on the 

whole system – public and private payors – at once.   

 
McCormick Howard, Latella, Salber, and Wallace engaged in a 

conversation around how patient advocacy organizations can 

increase their level of engagement with the payor 

community.  Wallace asked Howard to share lessons learned 

by NPF through their interactions and roundtable discussion 

with payors.  According to Howard, the NPF is governed by a 

five-year strategic plan that centers on goals to drive 

discovery to a cure and improve health outcomes.  The 

organization also wanted to identify ways in which it could 

eliminate the barriers to interaction that existed between NPF 

and the payor community.  To lay the foundation for eventual 

conversations with payors, NPF asked their community a 

number of questions and worked with leading researchers 

and clinicians to better understand clinical guidelines and 

outcomes measures.  This background laid the groundwork 

for the roundtable NPF hosted with payors and providers.     

“Attitude is 
the most 
important part 
of living with 
a disease.” 
 
 
John Latella, Patient 
Representative, 
International 
Dermatology Outcomes 
Measures, and 
Participant, National 
Psoriasis Foundation One-
to-One Program  



 

Howard advised organizations seeking to replicate the 

roundtable experience to build an agenda that is not based 

solely on your organization’s needs.  Incorporate the needs 

and objectives of all of the participants to ensure a robust 

and productive conversation.  

 
Latella admitted that his inclusion in the NPF roundtable 

allowed for him to dismiss his own bias against insurers and 

begin to understand how such conversations can benefit 

patients.  After reflection, Howard believed that the exercise 

helped NPF understand the assets available, allowed for good 

data to be collected, strong patient voices to be heard, and 

very clear philosophical approaches in partnering were made 

clear.  The NPF now understood that payors equaled 

partners.  

 
Concluding the 2016 Patient and Health Advocacy Summit, 

Wallace reminded the crowd of patient advocates to “be 

courageous and not to be fearful.” 

  

 



 

SUMMIT ATTENDEE EXPERIENCES  
“The Pancreatic Cancer Action Network is embarking on a new initiative called Precision Promise, a precision 
medicine clinical trial system for pancreatic cancer patients.  We will be working with collaborators including 

researchers, clinicians, drug and diagnostic companies, and the FDA.  We have funded clinical trials in the past, 
but never actually sponsored a clinical trial.  Sponsoring clinical trials brings about new regulatory issues 
that we have not faced before, and the topics at the Summit are addressing some of those areas.  My 

hope in attending the Summit is to better understand some of the issues we will be facing, how to 
address them and who the experts are that can help us.” 

 
Julie Fleshman, President and CEO, Pancreatic Cancer Action Network 

 
 

“The BIO Patient and Health Advocacy Summit enhanced ICAN's relationships with key stakeholders, as well as 
fellow advocates, which will help us to even more effectively handle upcoming challenges.  I learned a 

tremendous amount from the speakers and learned an equal amount from the attendees.  It was a real 
pleasure to meet so many fascinating people.” 

 
Steve Horn, Director, State Government Relations, International Cancer Advocacy Network 

 
 

“I began my career simply with the hope of doing something in my father's memory, but have since met many 
individuals whose personal stories and courage have added to my passion and commitment.  I hope to 

connect with companies with a mutual focus on lung cancer to see how we may partner together.” 
 

David LeDuc, Executive Director, Bonnie J. Addario Lung Cancer Foundation 
 
 

“This is an incredible opportunity to connect with stakeholders to learn more about potential 
collaborations, regulatory issues and the strength in bringing the patients voice early on in the process 
of therapy development to treat diseases.  It would be wonderful to engage with other advocacy groups and 
other stakeholders that may see our vision and want to join forces in translating therapies for the Charcot-Marie-

Tooth Community.  In addition, we would hope that our experiences and successes could help others.” 
 

Allison Moore, CEO, Hereditary Neuropathy Foundation 
 
 

“The opportunity to learn what is working and not working in other areas and the opportunity to learn the needs of 
other diseases should provide an additional framework in which to operate.  The more informed and trained an 

advocate can be the better chance of making a difference in someone's life.” 
 

Stewart Perry, Secretary, National Diabetes Volunteer Leadership Council 
 
 

“Learning from other non-profits is essential to growing our mission and vision.  The American Brian 
Coalition strives to constantly be aware of what other scientific non-profits are working on so we can align and 

collaborate.” 
 

Katie Sale, Executive Director, American Brian Coalition 
 
 

“The BIO Patient & Health Advocacy Summit is a very powerful intersection of pharma, biotech, and 
advocacy.  The exchange of challenges, ideas, concerns, and opportunities at this BIO conferences is a very 

powerful force in refining the perspectives, thinking, and impacting future plans of those attending.  The setting is 
modest in size allowing not just for superficial networking, rather there is time and space for in depth 

conversation and follow-up.” 
 

Dean Suhr, President, MLD Foundation 
 



 

2016 SUMMIT SPONSORS 
 

 
Thank you to our generous sponsors for their support  

and commitment to ensuring collaboration between  
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