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Dara Richardson-Heron, MD, Chief Patient Officer of 
Pfizer, began her presentation with a quote attributed to 
Maya Angelou: “Every storm runs out of rain.” And in a 
global pandemic, there has been a lot of rain, as well as 
the watershed opportunity to fundamentally change the 
relationship between patients and biopharma. 

Dr Richardson-Heron describes herself as a physician 
by trade and advocate by choice, realizing during 
her residency at the height of the AIDS epidemic that 
impacting patients required both treating them with top 
medical resources as well as advocating for and with 
them. While the Chief Engagement Officer for the All of 
Us program, Dr Richardson-Heron worked to include 
patients as true partners, including at the highest levels of 
organizational leadership. She took that mindset to Pfizer 
as its Chief Patient Officer. “Patients must be our North 
Star in everything we do,” she said. 

One of her goals at Pfizer was to fully align Pfizer’s 
approach to patient engagement to keep pace with its 
cutting-edge research strategy. That meant building a 
philosophy of end-to-end partnerships with patients, 
creating an enterprise-wide framework for patient 
centricity and a singular approach to patient advocacy. 

Dr Richardson-Heron felt that the pandemic has proven to 
be the time for massive change. The enormous tragedy 
of COVID-19, she fet, makes fast progress even more 
imperative. 

The rapid adoption of new virtual technology opens the 
door for more diverse patient recruitment, more impactful 
patient engagement and more incorporation of the patient 
voice at early, upstream efforts. The steps taken during 
the vaccine process mean that the industry doesn’t have 
to choose between speed, safety, efficacy and patient 
engagement - all are necessary and valuable. 

Jeanne Regnante, Chief Health Equity and Diversity 
Officer at LUNGevity and CEO of Patient3i, and Ronnie 
Sharpe, Patient Advocate and Co-Founder/CSO of 
Savvy Cooperative, opened Day 1 of the Patients as 
Partners conference. With his experience as a longtime 
patient, clinical trial participant and through his work 
at Savvy Cooperative, Ronnie shared his thoughts on 
including patients in the clinical trial process. 

For all patients, “the goal of treatment changes over 
time,” said Ronnie. 

With that comes the need to consult with patients 
constantly as sponsors write trial protocols. 

That serves multiple purposes: identifying endpoints 
that matter to patients and setting up realistic protocol 
expectations. “I’m not just a patient. I’m a person with 
a wide range of experience that’s living a similar life to 
many of you in this room. I just happened to have cystic 
fibrosis.” 

Turning to the topic of COVID-19 disruptions, Ronnie 
chatted about how, for his current clinical trial, they 
immediately stopped in-person visits, instead dropping 
off medications via courier, checking in via phone and 
video and sending necessary supplies. 

One aspect that changed highlighted the importance of 
patient choice. For blood draws, Ronnie was offered the 
opportunity to either get his blood drawn locally or have 
a nurse come to his home. Feeling safer with a nurse, 
Ronnie had the choice to decide how he wanted his 
care. “Don’t do anything in healthcare without asking the 
patients,” he ended the session by saying. 

Opening Keynote: Clinical Trial Experiences as a CF Patient and Insights 
on Trial Disruptions from COVID-19 

Day OnePATIENTS as PARTNERS

Industry Keynote: Pfizer’s Chief Patient Officer on Advancing Patient-Centric 
Programs & Putting Patients First in R&D 
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Dr Darryl Sleep of Amgen discussed the company’s 
approach to building a culture of patient centricity. The 
first step was to fundamentally shift the perception of 
patients, acknowledging that without them, no medicines 
could be evaluated. 

Amgen started its journey to understanding the nuances 
of participating in a clinical trial a few years ago, creating 
a dedicated patient centricity hub, outfitted with a suite of 
tools, as well as creating roles of patient centricity liaisons. 
Over time, that approach evolved into one that directly 
embedded liaisons into clinical teams and left the hub as 
an online tool for all to access. 

Amgen has four elements of bringing the patient voice 
in: in-depth interviews with potential patients, facilitator 
reviews, patient panels and study simulations. Amgen 
uses patient surrogates to understand unmet needs, the 
nuances of living with the condition and the experience 

of going through a clinical trial. They also use the patient 
voice to understand appropriate endpoints, how arduous 
the measures of such endpoints are, as well as what 
patient-reported outcomes to include. 

The engagement, Dr Sleep stressed, doesn’t stop with 
the end of a trial or medicine approval. “Innovation isn’t 
innovation if it doesn’t reach the end user,” he said. The 
inclusion of the patient voice starts at the beginning of the 
process, continues throughout the medicines development 
cycle and beyond that cycle as well. 

The impact of Amgen’s work has been in engaging 
with patients early, generating data, creating meaningful 
endpoints and empowering patients to become active 
partners in decision-making and in the treatment of their 
own illness. “At the end of the day, we’re all patients,” said 
Dr Sleep. “We all want the best for ourselves.” 

In the research for his presentation, Chip Bell, PhD, 
found that of the 10 most common reasons for clinical 
trial dropouts, half of them related to patient experience. 
Great experiences are the result of greater partnerships. 
And great partnerships, he found, are a result of curiosity, 
co-creation, growth, grace, trust and passion. 

Chip used an example of the hotel chain Marriott for the 
power of curiosity. Whenever someone checks into a 
Marriott hotel, they’re asked if they’ve stayed there before. 
If they have, the person behind the desk knows to say, 
“Welcome back.” It’s a small detail, but one that proves 
that curiosity about a consumer opens the door for a 
carefully considered experience. 

Co-creation brings together the company and the 
consumer. The grocery chain Sainsburys changed the 
name of a popular bread after the suggestion from a child. 
Gathering feedback is one thing; but taking that feedback 
and implementing it into a change tells the consumer, 
“We’re in this together.” 

Personal growth for the end recipient, in this case both the 
company’s employees and the consumers, is key. Marriott 
brings its servers to the ballet to educate them on the 
importance of graceful movement. When researching what 
motivated patients to continue in trials, Chip found that 
the third most-common answer was information learned 
during the trial. That is critical. Creating ways to hardwire 
learning into patient experiences empowers them to make 
better decisions and enjoy their experience more.

Grace through the entire process means that the customer 
or patient shouldn’t leave with a sour ending. At the 
beginning of the day, Disney reinforces to its customers 
exactly what lot they parked in, so that at the end of the 
day, finding your parked car isn’t a stressful experience 
that puts a negative cap to what was probably otherwise 
a fantastic day. “Look through the lens of the patient to 
make sure that the experience makes sense to them,” said 
Chip. “What can we do in advance? And what can we do 
afterwards?” 

The next ingredient to a successful relationship was trust. 
Trust is elevated through transparency and accountability. 
If something is supposed to arrive at a certain time, make 
sure it does. And if it doesn’t, communicate to the end user 
all along the way with transparency and accountability. And 
finally, build passion into the relationship. It’s about passing 
the best of who you are to the next person, celebrating 
them and encouraging them to pass that passion along to 
the next person after that. Chip ended with a quote from 
Ford: “It’s not about a destination. It’s about a journey.” 

Customer Service Keynote: Service and Patients - What We Can Learn From 
the Service Industry To Bring Value Back to Patients

Fireside Chat: Amgen’s Chief Medical Officer’s Perspective on Patient-Centric 
Research & Building a Culture of Patient Centricity

Day One Keynotes
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Track Choices: Industry/Patient Partnering 
Strategies, Site/CRO Perspectives & Clinical 
Trial Inclusion Initiatives 

Industry Keynote: Leadership Perspective on Partnering with Advocacy to 
Help Patients with Clinical Trial Enrollment, Disease Education and Access 
to Treatments
Barry Greene ,  Pres ident  of  A lny lam 
Pharmaceuticals, and Desiree Lyon, Global 
Director of American Porphyria Foundation, 
discussed their industry-advocacy partnership 
for the benef i t  of  porphyr ia pat ients. 

One goal of the American Porphyria Foundation 
was to partner with pharmaceutical companies. 
Alnylam was founded in 2002 and focused 
on a new class of medicine, RNA interference 
(RNAi) for rare disease, hepatic infectious 
diseases and cardio-metabolic diseases. 
Together, Alnylam and APF worked to 
identi fy patients and caregivers for an 
advisory board for Phase 3 trial design. 

Guest Companies: 
Salem Oaks 
Kevin Freiert, Principal & Founder 

Clincierge 
Pamela Guthrie, Director, Sales & Marketing 

COUCH Health 
Ash Rishi, CEO 

Jiva Science 
Ram Yeleswarapu, Advisor

The Quick Fire presentations provide a fast moving 
overview where a select group of companies 
demonstrate what’s possible in reducing the 
burden to patients who participate in clinical trials.

Reducing the Burden to Patients: 
Four-Minute 
Quick Fires

Day One Keynotes

APF was also crit ical in disseminating 
in fo rmat ion  about  the  t r i a l ,  he lp ing 
Alnylam with recruitment and feedback. 

Their joint efforts led to quicker enrollment as well as 
over-enrollment. Alnylam’s patient-reported outcome 
study proved that patients were not exaggerating 
or lying about their symptoms, a common reality 
faced by acute hepatic porphyria patients. 

Their industry-advocacy partnership had two 
goals: to amplify the patient voice and to bring 
therapeutics to patients, thus giving patients their 
lives back. A key component of that was access: 
Alnylam committed to APF that their access policy 
would go above and beyond in order to ensure 
that no patient was denied drugs. Alnylam set up 
value-based agreements with payors, that if the 
drug did not work for a patient, Alnylam would pay. 

Alnylam and APF’s ongoing work has been to 
raise awareness for programs that facilitate 
earlier diagnosis, assist with genetic testing and 
provide educational info to healthcare providers. 
“It’s a very synergistic relationship,” said Desiree. 
“Use patient partners to build that relationship.” 

A: Partnering Strategies - How Industry Can Inform 
Patients on Being Their Partner: Be a Partner vs How 
to Become a Partner Panel 

B: Inclusion Initiatives - US Cancer Centers of 
Excellence Strategies for Increased Inclusion of Racial 
and Ethnic Minorities in Clinical Trials: Publication 
Findings and What Pharma Can Learn 

C: Site/CRO Perspectives - Creating and Executing 
an Outstanding and Inclusive Patient Experience from 
the CRO and Site Perspectives Panel

Day One Keynotes
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Patient Keynote: Biogen/Eisai 
Alzheimer’s Trial Participant 
Jeff Borghoff’s Insights into 
His Experience in this Trial

Day Two began with Dr Marilyn Metcalf of GSK 
interviewing patient advocate Jeff Borghoff about 
his experience in the Biogen/Eisai Alzheimer’s 
trial. In March of 2019, Biogen conducted a 
futility study with data that showed the trial would 
not meet its endpoints, and decided to end the 
trial, which Jeff had been on for 36 months. 

PATIENTS as PARTNERS Day Two
Jeff learned the trial was ending from a Yahoo 
News article. “It was devastating,” Jeff said. “We 
truly believed the medication was working.” Biogen 
later announced it had reversed its decision and 
would be submitting their drug, aducanumab, 
for FDA approval. Jeff re-enrolled and started 
infusions for the new trial in March of 2020. 

Jeff polled trial patients to discover the biggest 
obstacles in dementia clinical trials. First was the 
need for study partners, who can provide specific 
information about trial participants that they might 
not be able to supply themselves. Another obstacle 
was the distance to sites, particularly for people 
living with dementia who do not drive anymore. 

Jeff wanted to see more emphasis being placed on 
early detection and testing opportunities, particularly 
from biopharma, testing centers and medical centers. 
And on the topic of sponsors and patients working 
together, Jeff said his study PI once told him that the 
most important person to hear from is the person living 
with the disease. “Don’t talk about us without us.” 

Keynote Address: New Data 
on Patient Preferences and 
Experiences to Inform 
Patient Engagement 
Strategies and Tactics 
Ken Getz, Tufts CSDD and CISCRP, discussed new 
data findings on patient preferences and experiences. 
His research highlighted the shifting perceptions 
of clinical trials by focusing on research from 
both before and during the COVID-19 pandemic.

The data showed a major shift in public self-reported 
assessment areas, including clinical research 
literacy, perceived risk of trial activity and percentage 
of patients willing to participate in clinical trials.  

Across all demographics, Mr Getz noted that the 
percentage of those without the self-reported 
knowledge of the term “clinical trial” tripled, as did 

the percentage of those who did not have confidence 
in their ability to find a clinical trial. The percentage 
of those felt clinical trials were unsafe also tripled. 

Before going into demographic data, Mr Getz 
highlighted the crucial need for diversity and 
inclusion in data, as Black and Latinx communities 
were underrepresented in clinical research when 
compared to the prevalence the disease had in their 
populations, and that disparity was heightened in 
vaccine trials, even though there are higher rates 
of coronavirus infection in those communities. 

Mr Getz brief ly touched upon an area 
currently being monitored: the preference 
for use of remote/virtual approaches, but 
noted an overall high willingness for that. 

As a key implication from his research, Mr 
Getz ended on the amount of opportunities for 
rededicated focus on diversity and inclusion, and for 
comprehensive, targeted planning and execution.
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Patient Engagement Tools: Track A
“Be the Partner Patient Portal: Building the Global 
Trial Community”

“The National Health Council’s Fair-Market-Value 
(FMV) Toolkit for Compensating Patients”

Breakout Session Choices Provided for Day Two:

Patient Engagement Tools: Track B
“Roadblocks in a Patient’s Clinical Trial Journey 
and How Better Data Can Remove Them” 

“CTTI has New Tools to Put Patients at the Heart of 
Clinical Research: Find Out How You Can Benefit” 

Capabilities and Platforms / Matching 
Patient Feedback
A: “Leveraging Patient Feedback Strategies - Beyond 
Insight Collection: Building Capabilities and Mechanisms 
to Share and Leverage Patient Feedback Throughout the 
Organization”

B: “Clinical Trial Recruitment & Matching Strategies - A 
New Platform to Track Patient Recruitment Effectiveness 
and Connect Patients into Clinical Trials Leveraging an 
“Open Table” Model”

C: “Accessing Clinical Research - Improving Access to 
Clinical Research in a Changing World”

Applying Patient Initiatives and Demonstrating Impact 
A: “Sangamo Pharmaceuticals - Operationalizing Patient 
Engagement Throughout the Drug Development Process 
From an Early Stage Biotech Perspective”
 
B: “How Biogen is Enhancing Diversity and Representation 
and the Impact on Clinical Research” 

C: “FDA Collaborative Communities: A New Approach to 
Impacting Public Health” 

Patient Data Ownership / Direct-to-Patient 
A: “Progress on Patient Data Ownership and Access Initiatives and Next Steps” 

B: “Direct-to-Patient Clinical Trials Next Milestones and Actions to Get There Panel” 

Hosts: 
Sarah Krüg, CEO, Cancer 101 / Founder, Health 
Collaboratory 

Jessica Scott, MD, JD, Head, R&D Patient 
Engagement, Takeda 

Jamie Troil Goldfarb, Patient Advocate 

The View at Patients as Partners provides an interactive format set up as 
an interview segment for presenting organizations and the audience. 

The View @ Patients as Partners

Guest Companies: 
“Putting Patients at the Center of Clinical Research”
Leanne Larson, Corporate Vice President and WW 
Head, Real-World Evidence, Parexel 

“Enhancing Trial Recruitment & Enrollment to Improve 
Patient Experience and Completion Time”
Jean McCoy, SVP, Partnerships, Health Perspectives 
Group 

“The Good, the Bad, & the Ugly: 
Patient Centricity in Practice”
Pablo Graiver, VP, 
Digital Strategy, IQVIA

Day Two Sessions & Breakouts
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Leah Fine, of the GO2 Foundation for Lung Cancer, 
presented a cornerstone presentation on GO2’s 
Centers of Excellence Program and integrating 
that data into their strategy. With the Centers of 
Excellence program, GO2 is trying to understand 
what’s happening in the lung cancer care delivery 
space to better meet the needs of patients and 
healthcare providers. Utilizing data gathered through 
the Screening Centers of Excellence program and the 
Care Continuum Centers of Excellence program, GO2 
looks at data in isolation and aggregate, qualitative 
and quantitative, to identify the trends and changes in 
lung cancer and impact strategy.  

Ms Fine illustrated GO2’s work with a case study of 
incidental pulmonary nodules – finding and diagnosing 
lung cancer through other types of imaging not done 
through lung cancer screening – for the purpose 
of shifting diagnosis from late to early stage. GO2 
collected data on the individual center level and 
aggregated it to discover how patients were being 
diagnosed, when and how effective screening 
programs were. Screenings are meeting the needs of 
roughly 5% of the eligible patient population; incidental 
findings are driving 20% of lung cancer diagnoses. 

By shifting more attention to incidental pulmonary nodules, a 
huge swath of patients can be diagnosed earlier, and in curable 
stages of the disease. Ms Fine also noted that a significant 
percentage of patients found incidentally wouldn’t even qualify 
for low-dose CT screening programs. “It enables us to cast the 
net more broadly so that we can capture patients that, even 
with 100% compliance to the eligibility requirements, would not 
be captured,” said Ms Fine. Based on this, GO2 launched an 
incidental pulmonary nodule strategy, broadening the concept 
of early detection for lung cancer. 

Sarah Krüg, Cancer 101, opened the third day by asking 
Dr Joanne Waldstreicher, CMO of Johnson & Johnson, 
how she defines patient engagement. Dr Waldstreicher 
noted that the notion of patient engagement has evolved 
to a model of shared decision-making and putting 
patients first. That attitude led to creating and leading 
the Office of the Chief Medical Officer. 

Incorporating patient engagement comes with obstacles, 
and to address and overcome those challenges, Johnson 
& Johnson established a patient engagement model 
to understand patients and get direct input, such as 
decisions around risk-benefit balance, compassionate-
use programs, inviting patients to co-design programs, 
questioning them about informed consent, and now with 

COVID-19, telehealth and access. Over the next decade, 
Dr Waldstreicher foresees patients with an even greater 
voice and the increased activity of “citizen scientists,” 
who are patients doing their own research, as well as 
unprecedented changes in science, technology and 
wearables. 

On the topic of return on investment for patient 
engagement, Dr Waldstreicher pointed to a case study 
where engaging patients in activities avoided protocol 
amendments, improved enrollment and increased 
adherence and retention. “When the patient perspective 
is accounted for at the outset,” said Dr Waldstreicher, 
“clinical trials can capture more of their perspectives, 
what is important to them, and bring relevant therapies, 
answers, solutions and outcomes.” 

As the conversation turned to the COVID-19 pandemic, 
Dr Waldstreicher reinforced Johnson & Johnson’s 
commitment to allocating resources fairly and responsibly, 
noting that the pandemic has disproportionately affected 
Black and brown communities. To increase diversity in 
clinical research, Johnson & Johnson has an engagement 
strategy that leverages digital and community outreach 
programs to provide resources and help identify 
opportunities to participate in clinical research, reduce 
burden and increase health literacy.

Industry Keynote: Johnson & Johnson’s Chief Medical Officer on Engaging 
with Patients as Partners

Day Three

Cornerstone Presentation: An Update on the Centers of Excellence Program 
and Integrating Data into Annual Strategy: A GO2 Foundation Case Study 

PATIENTS as PARTNERS
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PharmaVoice’s Taren Grom interviewed Jessica 
Scott, MD, JD, of Takeda, about the company’s patient 
engagement activities. Embedding patient engagement 
in program teams in a large company isn’t easy, and 
requires change in behavior and mindset, but there is 
value, Dr Scott said, in driving the passion in employees 
to address unmet needs for patients. At a foundational 
level, patient engagement requires curiosity and empathy. 
The COVID-19 pandemic has provided that opportunity 
for empathy, opening a window into the anxiety and 

uncertainty some patients feel. Dr Scott discussed KPIs 
for patient engagement, and set a standard for all global 
program teams to have patient engagement in their goals. 
Dr Scott also shared an example of the benefits of patient 
engagement: one team had a compound that could be 
used for two indications. After several patient advisory 
teams, they found that the compound solved an issue that 
was critically important to patients of one indication, but 
not so important for patients of the other indication. 

Beth Zaharoff, Alkermes, moderated a discussion with 
a panel of four patient advocates about their experiences 
in trials, their points of friction and their thoughts on areas 
of opportunity. 

On the topic of inherent burdens, Candace Lerman, 
whose enrollment in her first trial had been put on hold due 
to the COVID-19 pandemic, spoke about how oftentimes 
the burdens are not made clear until the actual enrollment 
begins. In the rare disease space particularly, childcare 
and travel arrangements are often some of the biggest 
challenges. Steve Hamilton told a story about how, 
while living in Atlanta and being treated at MD Anderson 
in Houston, he would have to fly out simply to sign off on 
paperwork for protocol changes. 

When asked what was one thing learned at the end of the 
trial that would have been nice to know at the beginning, 
Al Samuels brought up the importance of requesting 
his medical file. While being treated for prostate cancer, 
Al had a PSA of over 800 at one point – something no 
one ever told him but what he learned from his file. Maria 
Hadjidemetriou spoke about the importance for her of 
getting the actual drug eventually in a crossover design, if 
originally placed on the placebo arm.

While discussing biggest influences for participating 
in research, Steve brought up how his doctor was a 
tremendous advocate for trials. One of the first things he 
brought up after Steve’s diagnosis was the plethora of 
options for trials. “You want to have a partner with you 
as you go through this process,” Steve said. Al agreed, 
and also mentioned that his wife, who was a qualified 
nurse and NHS senior management, was an incredible 
help as she knew her way around the system. The panel 
also discussed the financial hurdles, time constraints 
and education opportunities of clinical trials. Candace 
mentioned how, in the rare disease community, trials are 
prominently featured in education. “Pharma companies 
could benefit from understanding rare disease patients’ 
perspectives and journeys, and applying that ideology to 
common conditions.”

Ask the Patient Panel: Clinical Trial Experiences, Treatment Pathway Decision 
Making and Designing an Ideal Trial 

Fireside Chat: How Investing in Patient Engagement Activities Brings Value 
Back to Patients 

Breakout Sessions Provided on Day 3:
Track: Diversity / Measuring Patient Engagement 
A: “Current Efforts for Educating and Enrolling Diverse 
Populations in Clinical Trials Panel” 

B: “Measuring the Impact of Patient Engagement 
Throughout Drug Development Panel”

Track: Advocacy & Academia
A: “National Breast Cancer Coalition’s Project LEAD on 
How to Educate and Support Patients to be Partners” 

B: “Engaging with Patients and Survivors in the 
Preclinical Phase of Drug Development” 

C: “Mapping Patient Burden in Clinical Trial 
Participation: Lessons from the COVID-19 Pandemic” 

Day Three Keynotes
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By the Numbers

24%
Growth in 
Attendees 
since 2019

9
Keynote 

Presentations 

90+
Speakers

7
Years 

of diving deep into patient involvement 
ideas, strategies and implementation 
processes that biopharma can 
utilize in order to help advance patient 
participation for better 
clinical outcomes.

Patients as Partners
The Conference Forum
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Suite 1510
New York, NY 10018
(646)-350-2580
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Valerie Bowling
Executive Director

Meredith Sands
Executive Director,
Business Development
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Content Editor

BreAnna Bugbee
Marketing Manager

Meg Gould
Senior Conference Planner

Efrosini Zambas
Meeting Planner

Elizabeth Bard
Business Development 
Manager

Adam Kolanko
Business Development 
Manager

350
Attendees

50+
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In this session, Charity Roddy, Biogen, discussed the 
company’s efforts in developing a underrepresented 
patient engagement training program for their early 
drug discovery team. 

The COVID-19 pandemic, Ms Roddy pointed out at 
the beginning of her talk, proved how quickly things 
can be done and the fact that “We can meet patients 
where they are.” Ms Roddy began with Biogen’s focus 
in 2019, trying to learn, listen and figure out tangible, 
actionable steps to increasing diversity and figuring out 
what that means for program and study teams. 

Throughout that year, Biogen leveraged targeted 
social listening to understand what the conversations 
surrounding cl in ical research were among 
underrepresented populations. They then engaged 
in in-person HCP interviews to build further insights 
and action plans, trying to identify the challenges 
being faced by underrepresented groups in access 
and referral. After that, Biogen put together HCP 
roundtables to discuss what was actionable. 

Some of the key learnings from these efforts were ideas about 
building trust, not parachuting into communities without first 
building relationships, the problem of transportation, and going 
to where the patients are. In 2020, every program in Biogen 
must have a strategy for underserved patients. 

Using the example of Biogen’s lupus team, Ms Roddy touched 
upon the strategy of going to epidemiology first to understand 
the disease’s actual prevalence in communities, which then led 
to paths of engagement, such as having a PI who looks like the 
community they are serving. The lupus team coalesced around 
the three tenets of “Access, Empathy and Action.” 

Chief Health Equity and Diversity Officer of LUNGevity 
Jeanne Regnante led a panel discussion on increased 
inclusion of racial and ethnic minorities in clinical trials, 
focused on findings supported by the National Minority 
Quality Forum, Diverse Cancer Communities Working 
group and done with eight US cancer centers about the 
strategies that optimized inclusion. 

Ms Regnante began with Evelyn González, of the 
Fox Chase Cancer Center, about their work in diverse 
recruitment. Ms González and her team invested time 
in community outreach and education, developed 
external educational programs and internal campaigns. 

“It’s not just a magic bullet. It has to be a multi-pronged 
approach,” said Ms González. One of those prongs 
was an external-facing community ambassador training 
program. 

Lynne Alston was an oncology clinical trial patient 
treated at the Fox Chase Cancer Center and also 
participated in the ambassador program. Part of the 
reason she participated in the program was for the sake of 
diversifying data. When she was participating in a clinical 
trial, the forecasting data was based on a Caucausian 
counterpart, and did not represent her. But now that 
she has participated in a trial, and is encouraging other 
people to as well, the data is becoming more diverse and 
more representative. 

Ms Regnante turned to Michelle Vichnin, MD, Merck, 
to discuss some of the notable practices needed for this 
work. Dr Vichnin mentioned working with sites specifically 
doing this community outreach, supporting navigators 
and encouraging health literacy, and being proactive 
about where trials are placed. Dr Vichnin emphasized 
the careful consideration of inclusion/exclusion criteria, 
as they can disproportionately affect certain populations. 

Panel: US Cancer Centers of Excellence Strategies for Increased Inclusion 
of Racial and Ethnic Minorities in Clinical Trials: Publication Findings and 
What Pharma Can Learn 

Diversity

Case Study: How Biogen is Enhancing Diversity and Representation and the 
Impact on Clinical Research 

PATIENTS as PARTNERS
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HEALTH EDUCATION POWERED BY INSIGHTS AND INNOVATION

artcrafthealth.com

Solutions that show we understand everyone’s health journey is 

Dr Luther Clark of Merck kicked off the discussion 
by asking how COVID-19’s acceleration of clinical care 
innovations might impact and increase representation of 
underserved groups. Lauren Johnson, ICON, felt that the 
pandemic has highlighted health disparities and propelled 
the country to have needed conversations about diversity. 

Charity Roddy, Biogen, brought up the barriers to 
accessing clinical research, and how the innovation 
coming from running larger, more complex trials in 
COVID-19 has illustrated the potential flexibility to 
overcome access issues. 

Staci Hargraves, Janssen, mentioned that the pandemic 
has presented the opportunity to have conversations 
internally and externally about the role technology can play 
in diversity for clinical trials. Tina Aswani Omprakash, 
patient advocate brought up the need to understand, and 
then overcome, cultural, socioeconomic and geographic 
barriers, through awareness about clinical research. 

All agreed that it was an inflection point, but provided 
caveats. The industry cannot assume that technology is the 
answer, as that can create a new, unintentional access gap. 

Melissa Gonzales, PhD, Genentech added that to really 
move the needle, it can’t just be an individual company – 
everyone must do their part by working together to create 
action plans. Ms Hargraves added that different methods of 
community engagement are needed. “We need to anchor 
them in the education process first,” said Ms Hargraves. 

Dr Clark asked what could be done to work more effectively 
with patients. Ms Omprakash discussed the need to 
highlight patient stories. Ms Johnson brought up engaging 
with general population patients in addition to patient 
advocacy groups. Ms Roddy said, “Start early,” to work 
first with epidemiologists. Dr Gonzales emphasized that 
the population of the United States was rapidly becoming 
a minority-majority population. “If we don’t address those 
disparities now, we’re going to be in a really sorry state in 
the future,” she concluded. 

Panel: Current Efforts for Educating and Enrolling Diverse Populations 
in Clinical Trials 

Diversity
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Representatives of FDA agencies – CDER, CBER and 
CDRH – joined the stage to discuss guidance updates 
and new patient engagement initiatives. 

Robyn Bent began by discussing CDER’s approach to 
patient-focused drug development and engagement. 
The benefit-risk assessment framework was created 
through discussions with patients and caregivers about 
specific diseases to better understand burden, and thus 
better understand risks and benefits. The learnings from 
that, and CDER’s patient-focused drug development, 
highlighted that patients remain experts in their own 
experience and that their significant endpoints might not 
always match up to what researchers and FDA believe 
are significant endpoints. 

Ms Bent discussed guidance documents and efforts to 
take stakeholders from end-to-end with patient output. 
They included the patient voice through the Standard 
Core COA and Endpoints program, which clarified 
expectations and minimized duplicated efforts of 
patient input, as well as the Drug Trial Snapshot, which 
included information about how trials were designed and 
highlighted differences and benefits amongst participants 
based on age, sex, race and other factors. 

Karen Jackler of CBER focused on how to engage 
with the agency, highlighting that CBER often works 
with others at FDA on patient engagement because 

“Often what patient advocates bring to the FDA are 
cross-center issues.” Ms Jackler highlighted some of 
the current legislation – 21st Century Cures and PDUFA 
VI – reminding the audience that this legislation is an 
effort to push patient engagement forward and to further 
integrate patient-focused drug development into the drug 
development process. 

Ms Jackler also touched upon how CBER works with 
individual patients and advocacy groups, using a 
hemophilia and gene therapy listening session as an 
example. In this listening session, CBER was able to 
gain a deeper understanding of patient and caregiver 
concerns, their expectations and benefits, in order to 
understand the perspectives of patients and caregivers 
who might be interested in gene therapy as a treatment 
modality. The learnings from that session helped shape a 
meeting on gene therapy for hemophilia and were written 
up and posted on the FDA website as a guidance for 
those developing gene therapy for hemophilia. 

Dr Michelle Tarver rounded out the session by 
discussing CDRH’s efforts. For her agency, which covers 
everything from a Band-Aid to a defibrillator, the patient’s 
voice and input can help to inform device design, highlight 
new considerations, confirm problems with devices and 
identify treatment preferences. 

Some of the CDRH’s efforts included the Patient and 
Caregiver Connection, an agreement with patient 
organizations that allowed CDRH staff to go to them for 
questions about diseases and disease burdens when 
making regulatory decisions; an FDA Workshop on the 
Evolving Role of Artificial Intelligence in Radiological 
Imaging, where patients shared their perspectives and 
concerns about the emerging tech for the benefit of 
developers; and the CDRH Patient Engagement Advisory 
Committee, a first-of-its-kind committee comprised of 
patients, caregivers and advocates that gave formal 
recommendations on medical device general matters. 

Panel: FDA on the Latest Guidance Updates and New Agency Efforts on 
Patient Engagement 

FDA

Q&A: FDA Multi-Center Patient Engagement Townhall 
Anindita Saha, EEP/CDRH, moderated a multi-center 
patient engagement townhall Q&A. Ms Jackler kicked 
off the first question, about how the FDA is approaching 
long-term patient engagement challenges with advanced 
therapies, like gene therapy, by highlighting the important 
of getting patient input. She referenced the hemophilia 
example from earlier. “We want to know how people feel 
about long-term followup,” she said, mentioning that gene 
therapy is very young, and thus there isn’t a lot of long-
term data. Understanding how patients feel about long-
term follow-up affects how trials are designed.

Dr Tarver added that in her agency, the patient-caregiver 
connection is an opportunity for patients to give insights 
about their experiences with devices. It’s difficult to have 
continuous ongoing data collection over the course of 
several years, and patient-driven registry platforms can 
supply some of that information. Ms Saha then led the 
group into a discussion about whether or not the FDA has 
seen more protocols being submitted with patient input, 
and how that affects review and approval. 

(continued on the next page)

PATIENTS as PARTNERS
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FDAQ&A: FDA Multi-Center Patient Engagement Townhall (cont.)
Ms Bent noted that she’s seen an uptick, to roughly 80%, 
in applications that include patient experience data. And 
given the long process of trials and the relative newness of 
patient-focused drug development, she was encouraged 
by that progress. 

Dr Tarver added that, five years ago, when the CDRH 
began an initiative that looked at utilizing patient preference 
information to impact regulatory decision-making, there 
were no industry-sponsored patient preference studies. 
Now, there are 23 either completed or in the pipeline, and 
50-60% of devices include some sort of patient-reported 
outcome. On the topic of how the COVID-19 pandemic 
affected approvals, all four FDA representatives reassured 
that they were still looking at non-coronavirus approvals. 

And when it came to patient-focused drug development 
having actual implementation in review, Ms Bent pointed 
to esketamine. In that case, patient experience data was 
referenced in the review as foundational information that 
the reviewers concluded as being very useful for decision-
making. 

Dr Tarver mentioned that the CDRH has had actual 
l istening sessions mentioned in external-facing 
summaries, and that one group was working with the 
FDA to develop patient-reported outcome measures to 
better understand disease natural history and to develop 
better tools for upstream treatment. 

In the breakout session, “Applying Patient Engagement 
Initiatives & Demonstrating Impact,” Dr Tarver returned 
to discuss the processes and merits of collaborative 
communities. The CDRH’s concept of a collaborative 
community is that of a continuing forum for public and 
private sector members to proactively work together 
to achieve common outcomes, solve shared problems 
and leverage opportunities in environments of trust and 
openness. 

One of the keys to a collaborative community that Dr Tarver 
stressed is that it is not led or established by the FDA, and 
does not exist to advise the FDA. The FDA is a member 
and partner in a community. The FDA is a part of three 
collaborative communities, with 14 more in the queue. 

Some of the potential outcomes of a collaborative 
community include developing tools to advance device/
medical product development in pre-competitive space, 
creating peer-reviewed publications, making best 
practices, frameworks and templates, and creating 
research projects and agendas.

Applying Patient Engagement Initiatives & Demonstrating Impact: FDA 
Collaborative Communities - A New Approach to Impacting Public Health

“Patients are at the heart of what the FDA does and are vital to 
our work protecting the public health by ensuring the safety and 
efficacy of drugs, biological products and medical devices.”

- US Food and Drug Administration



14Save the Dates • Patients as Partners EU - January 25-26, 2021  |  Patients as Partners - March 15-17, 2021

The “Applying Patient Engagement Initiatives & Demonstrating Impact” Sessions 
from Days 1, 2 and 3 Included: 

Day One

A: Alkermes 
Building a Patient Engagement Strategy in a 
New Therapeutic Area and How to Bring the 
Patient Voice to the Development Process 

B: Sanofi 
How Patients Changed the Course of Inclusion/ 
Exclusion Criteria Across all Sanofi Oncology 
Clinical Trials That Require Biopsies

Day Two

A: Sangamo Pharmaceuticals 
Operationalizing Patient Engagement Throughout 
the Drug Development Process From an Early 
Stage Biotech Perspective 

B: Biogen 
How Biogen is Enhancing Diversity and 
Representation and the Impact on Clinical 
Research

Day Three

A: GSK 
Better Together: How GSK’s Oncology 
Patient Council is Changing Their Research, 
Communication and Understanding of 
Partnership 

B: Parkinson’s Foundation 
A New Paradigm of Patient Engagement in 
Research: International Collaborations Between 
Sponsors and Patient Advocacy Organizations 

C: Ultragenyx 
Ultragenyx’s Patient Journey & Education Initiative: 
In this session Ultragenyx, shares how & why they 
developed a rare patient journey, education website & 
the response from the rare patient community.

C: Food & Drug Administration 
Collaborative Communities: A New Approach to 
Impacting Public Health

Breakout Sessions
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“What I liked best was the overall feel of the 
conference, and all of the information that was 
shared. It is helping me gain more knowledge in this 
patient-pharma partnership space.” – Jessie Daw, 
patient advocate

“It is so important for us all to come together, 
especially now, to listen, learn and discuss ways 
we can be better partners and co-create solutions 
that will have the most positive impact in the lives 
of patients.” – Joanne Waldstreicher, MD, Johnson 
& Johnson

“The content provided was of the highest quality. I 
found myself continuously learning as well.” – Alfred 
Samuels, Patient Advocate

“Remote access is great! Well planned, thoughtful, 
good variety of content and presenters, engaging.” 
– Geraldine Blavat, Parkinson’s Foundation

“The keynote speakers’ enthusiasm, the patience of 
everyone regarding initial technical challenges. Loved 
the ability to type comments and questions real-
time. The videos and graphics are excellent.” – Tara 
S Hiley, Pfizer

“The content was really spot on- always so patient 
focused and driven. So refreshing to have this 
perspective.” – Jimmy Bechtel, SCRS

“Patients as Partners had a great sense of 
organization and support.” – Jessica Scott, MD, 
Takeda

“It was a great event overall and included some very 
timely topics.” – Hollie Schmidt, Accelerated Cure 
Project

Running a conference is never easy, so running a virtual 
conference in a pandemic isn’t a walk in the park. The first 
virtual Patients as Partners conference was certainly going 
to be a memorabe one for those reasons alone. 

But add in the fact that, due to a once-in-a-blue-moon 
fluke, the office’s entire Internet system went out, this event 
was one that no one can ever forget. Through a system of 
portable WiFi hotspots and cellular data, the conference 
continued to run smoothly. 

Thank you to our speakers, sponsors and attendees for 
great presentations, case studies and conversations.

Behind the Scenes: Running the First-Ever Virtual Patients as Partners

Virtual Attendance Feedback on Patients as Partners

Behind the Scenes & Testimonials
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January 25-26, 2021
Virtual

SAVE THE DATE!

PATIENTS AS PARTNERS EU

March 15-17, 2021
Virtual

SAVE THE DATE!
PATIENTS AS PARTNERS
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MANY THANKS TO THE PATIENTS as PARTNERS SPONSORS

LEAD SPONSOR

EXECUTIVE SPONSORS

ASSOCIATE SPONSORS
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SHOWCASE SPONSORS

SHOWCASE SPONSORS

ASSOCIATE SPONSORS


