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Welcome to the Diversity & Inclusion issue of the 
Patients as Partners newsletter. This issue highlights 
how diversifying clinical research, through protocol 
structures, embracing new technology and rethinking 
community relationships, serves to benefit the science, 
the primary care and, most importantly, the patients. 

We are pleased to share the following interviews:

Lynne Alston, advocate and community ambassador, 
discusses how her participation in a clinical trial was 
partially motivated by her desire to diversify research. 

Melissa Gonzales, PhD, Genentech, discusses her 
work in external partnering developing strategies to 
address health equity issues.

Evelyn González, Fox Chase Cancer Center, discusses 
the various programs she and her team have developed 
to both externally engage diverse communities in 
research and internally educate researchers on how to 
diversify their research. 

EB McLindon, ICON, discusses how the decentralized 
clinical trial model benefits patients, particularly patients 
of diverse backgrounds, by lowering barriers to access. 

Staci Hargraves, Janssen, discusses how she became 
Executive Sponsor of Janssen’s Diversity & Inclusion in 
Clinical Trial efforts, and how the company is scaling their 
inclusion efforts. 

Jeanne Regnante, LUNGevity, discusses study results 
analyzing the factors of sites that successfully increased 
the diversity of patient participation.

We also include a Q&A from Joanne Waldstreicher, MD, 
CMO of Johnson & Johnson, of audience questions from 
her Patients as Partners 2020 conference session. 

The Patients as Partners newsletter is the official 
publication of the Patients as Partners conferences. The 
European program takes place January 25-26, virtually 
and the Patients as Partners US program is scheduled 
virtually for March 22-24. Enjoy the autumn issue.

Welcome Letter
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What’s Inside
Lynne Alston, advocate and community 
ambassador, on telling your story to save a life 
and the impact of patient advocacy. 

Melissa Gonzales on how Genentech is 
partnering with patients to gain insights and 
increase awareness of clinical trials. 

Evelyn González on how Fox Chase 
Cancer Center is empowering diverse patient 
communities with the power of research.

EB McLindon, ICON, on patient options, and 
the inclusivity of decentralized trials. 

Staci Hargraves, Janssen, on how Janssen 
scales diversity and inclusion in its trials.  

Jeanne Regnante, LUNGevity, on site success 
factors to increase diversity and inclusion in 
lung cancer and save lives.
 

Q&A with the Chief Medical Officer of Johnson 
& Johnson, Joanne Waldstreicher, MD
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Recommended Media
Click below for media that furthers 
the conversation of patient 
engagement in clinical research.

podcast
Listen to “Engaging with 
Communities to Educate and 
Enroll Diverse Populations”

podcast
Listen to “The Democratization 
of Patient Data Ownership: 
Returning Results”

video
Watch “Prostate Cancer Survivor, 
Al Samuels, Tells His Story of How 
a Clinical Trial Saved His Life”

article
Read “Janssen Study Shows 
How To Create Patient Diversity 
In Trials”

newsletter
Read the Clinical Research as a 
Care Option newsletter’s “Diversity 
& Community Engagement” issue

recap
Read the full recap of the 2020 
Patients as Partners event
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Lynne Alston is a patient advocate, author, 
community ambassador and cancer survivor. 
In 2014, Ms Alston was diagnosed with Triple 
Negative Breast Cancer. Part of her mission is to 
advocate, provide support, promote awareness 
and eradicate the stigmas associated with 
cancer and clinical trials. 

How was participating in a clinical trial first brought 
up to you after you received your diagnosis? 
I actually approached my healthcare team. My end goal 
was to live, and I began doing research on clinical trials. 
I didn’t have a clue about how they worked, or how they 
were presented to a patient, but I did my research and 
I presented it to my healthcare team. They looked at 
me, stepped out of the room, and came back and said, 
“That’s not suitable for you, but we do have one for you.” 

I was for it; whatever assistance was going to help me 
live. That was the purpose: living, getting the right kind 
of care. At the time, they didn’t have literature to hand 
me about that particular clinical trial to read. I was just 
open, and because I trusted that team, I was okay with 
whatever they presented to me.

Telling Your Story to Save a 
Life and the Impact of Patient 
Advocacy

You want to sound the alarm, 
you want to share your story, 
you want to jump into the game.

What would you urge patients who might be 
receiving a diagnosis like yours to think about as 
they’re considering their options going forward?

Since becoming a community ambassador for Fox 
Chase, we’ve put together a pamphlet with these 
amazing questions to ask when someone approaches 
you about a clinical trial. The goal is to know things like: 
“Does anything have to come out of my pocket?” “If 
I decide I no longer want to participate, can I stop at 
any time?” “Who is the study for?” “What is the goal for 
the clinical trial?” “Who is sponsoring the clinical trial?” 
“Do I have to think about it?” Those are questions you 
want to know about the clinical trial. Those things are 
extremely important.

What did you know about clinical trials before that? 
It’s amazing, when you hear “cancer” attached to your 
name, you begin doing research on what that looks like, 
what that means. I had an aggressive diagnosis. I was 
triple-negative, Stage III breast cancer. What does that 
look like for a person of color? How does that work? 

Cancer, cancer, cancer – that’s all you hear. I just wanted 
to help them to help me. 
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When did you decide to become a community 
ambassador for Fox Chase? 

Evelyn González, who is the director of community 
outreach at Fox Chase, reached out to me. She 
received my name from my doctor. I was two days out 
of chemotherapy. They were looking for an African-
American woman who had just gone through a clinical 
trial to speak or sit on a panel for Susan G Komen’s 
“Sisters for the Cure” – a group of women of color. At 
that time, it was about 2,000 in attendance. I was asked 
to come and sit on a panel with an African-American 
oncologist. I said yes. That was my initiation into sharing 
my story and speaking to people of color. 

From there, Evelyn decided to do the community 
outreach program; I was in the first class of that new 
program. 

You’ve spoken about the need for representative 
data, particularly when the predictive datasets are 
not representative of you as an individual. Can you 
tell us more about that? 

When I was getting my hereditary risk assessment 
done, I heard the statistic that 42% of people of 
color are dying at an elevated rate than our white 
counterparts of curable cancer. That hit my heart; I 
couldn’t understand what that meant. Why were they 
dying of curable cancer? Then, when I was getting my 
treatment plans and options, it was based on data on 
my white counterpart, not a representation of women 
of color with the same diagnosis. So in my head, I felt 
my team crossing their fingers and hoping that the 
same treatment regimen that my white counterpart went 
through would work for me as a Black woman with the 
same diagnosis. 

I wondered how much more tailored my treatment plan 
could be if we had a better, more diverse representation 
of women with breast cancer or the same diagnosis. 
They can tailor it better with better outcomes. I knew 
that I wanted to pay it forward however I could. The goal 
is always to decrease that elevated number; no way in 
the world should we be dying at 42% higher rates of 
curable cancer. That’s unacceptable. And so you want 
to sound the alarm, you want to share your story, you 
want to jump into the game, you want to do whatever it 
is you can to help decrease that number. 



How do you talk about trials as a community 
ambassador?
You try to speak in plain language. There is so much 
fear in the Black community when it comes to clinical 
trials. You hear the phrase, “I don’t want to be a guinea 
pig. I don’t want to be used.” You hear about Tuskegee. 
You have to meet them where they are. You don’t want 
to talk over their heads; speak in plain language. 

Through our training, we begin with talking about things 
that people use in their everyday lives. Tylenol, Midol, 
toothpaste – those things were clinical trials at one time. 
A group of people went through, tested them out, and 
now it works, and you know it works.

I try to give them that plain language, and then give 
them the benefit of being in a clinical trial. You’ll get this 
personalized team that will check on you. They focus on 
you, and you’re not falling through the cracks. If you’re 
not on a clinical trial, that’s not to say that you would 
fall through the cracks, but the team is so accessible to 
you. They meet you at the door. 

At Fox Chase, on my first day of chemotherapy the 
intern on my team was there before I got there just 
to greet me. They’re there to sit me down to ask me 
questions, or to give me a call, “What was chemo like 
today?” or “How was your treatment?” I had to go back 
in 48 hours to get a shot to boost my immune system. 

It’s just the additional, hands-on care that you receive 
while being on a clinical trial. If you have any questions 
or any concerns, they are right there.

How have you approached discussing some of 
the negative experiences that Black people have 
historically experienced in clinical research, while 
encouraging them to participate in research?
You let them speak their piece, but then you also want 
to point them back to the laws that are in place that 
prevent, for example, another Henrietta Lacks. There will 
never be another Henrietta Lacks because of the laws 
that are on the books. That can never happen again. 

You understand, you meet them where they are, and 
you agree with their pain and how they feel. You validate 
it. But at the same time, you point them to what’s on 
the books and how that can never happen again, and 
tell them that they are in total control. If they decide to 
participate on one day, and then decide that they no 
longer want to participate, they can stop the whole thing 
and walk away. They are in total control.

Cancer, cancer, cancer – that’s 
all you hear. I just wanted to 
help my care team help me. 
Which data points and results from your trial 
matter to you? 
I would want to know the aggregate, and how the 
majority of the people on the trial did. I would also want 
to see if that particular treatment had gone to market, 
and was making a difference in the lives of Black people 
and people of color – if they’re having better outcomes 
with a diagnosis. I want to know if it’s helping them 
throughout the treatment. 

I want to know, “Did you reach the outcome you were 
looking to reach?” “Is it making a difference?” and “Are 
you able to help the masses?” That’s what I’d like. Not 
even a thank you. But did it help?
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What can sites and sponsors do to build 
relationships and diversifying participation in 
clinical research? 

Everything is relational. I get calls and texts and emails 
monthly on “Can you speak with my cousin? My 
friend? My family member?” People who have been 
newly diagnosed. “Can you chat with them? Can you 
help them? They’re having a rough time.” 

They trust me enough to have that conversation with 
their loved ones, who they are trying to help. 

Within the community, you have individuals who 
already have their finger on the pulse of the 
community. They know what they’re looking for; 
they know what they want. Don’t send in someone 
from a pharmaceutical company trying to reach the 
community, because guess what? The community 
is going to think that you have a hidden agenda. 
BUt if you take time to develop a relationship with 
the individuals who are already in the community, 
and you have them have a chitchat, you’ll have 
more participation then from the community. It’s that 
relationship piece. It’s all based on relationships. 

I had mentored a young woman who was diagnosed 
two years ago. I had never met her; we did all our 
chitchatting over the phone. I helped her and gave her 
some words of encouragement to ask the appropriate 
questions to help her. Unfortunately the cancer came 
back, and she invited me to her appointment to get 
the answers that she was looking for. We met in the 
doctor’s room for the first time face-to-face. That’s a 
relationship. 

I call them my pink brothers and sisters; I go above 
and beyond for them, because I know how I felt when 
I heard the word “cancer” attached to my name. Any 
sponsors looking for participation, they will be well-
served if they create and develop a relationship with 
the community leaders or ambassadors, and begin to 
get into the community that way.

What were some of the tangible things that made 
your trial experience a positive one?
I never had to guess where I needed to be or what I 
needed to do. Everything was so laid out. I never had 
to go back and ask, “What am I supposed to do today? 
What’s happening?” It was always laid out to me and I 
was given it in black-and-white, where after they shared 
it with me, I could also read about it. I never had to 
wonder what my next steps were.



Melissa Gonzales, PhD, is the Inclusion 
Principal, External Partnering within the Chief 
Diversity Office at Genentech, where she is 
focused on developing external partnering 
strategies to address health equity issues and 
ensure patients of color have access to clinical 
trials and quality care by Advancing Inclusive 
Research. Dr Gonzales spoke at the 2020 
Patients as Partners virtual conference in a panel 
discussion on “Current Efforts for Educating and 
Enrolling Diverse Populations in Clinical Trials.”

How did you arrive at your current role?
The majority of my career has been focused on working 
with external partners on the medical side. For over 
15 years, I have been fortunate to work research 
investigators on clinical trials as well as on population 
health issues with managed care customers. 

Over a year ago, I received a message asking if I 
was interested in presenting “Advancing Inclusive 
Research” at the Advancing the Science of Cancer 
in Latinos conference in San Antonio. I was quick to 
agree and began my relationship with Quita Highsmith, 
the co-founder of the Genentech efforts to address 
barriers to clinical trial participation and advance more 
inclusive research. 

When Quita was named Chief Diversity Officer and 
was developing her new department, her focus was to 
build strategies for the company to embed diversity and 
inclusion throughout the business. 

When I learned that she was posting a position focused 
on external partnerships, I was quick to express my 
interest in joining her team. This was a chance to have 
a job where I could align my skills working with external 
partners, and as a Latina, work in an area that is so 
incredibly important to me. 

How Genentech is Partnering 
with Patients to Gain Insights 
and Increase Awareness of 
Clinical Trials

Every patient should feel 
empowered to ask for what 
they need, to be open with fears 
and questions.

How can we be including patient perspectives 
when planning for increasing diverse participation 
in clinical research? 

It’s important to include patient perspectives at the 
beginning of clinical trial protocol development. A 
really nice example of that is our CHIMES trial, which 
is the first prospective trial developed in collaboration 
with multiple sclerosis (MS) patients, patient advocacy 
groups and investigators to exclusively focus on 
meeting the needs of minority participants with MS. This 
trial was developed with patients and advocacy leaders 
at the table, giving input to the clinical study team. They 
provided clear perspectives and insights on the trial and 
potential hurdles. As we continue to highlight the need 
for inclusive research across Genentech and across the 
external landscape, CHIMES is going to really resonate 
as a great example of including patients in the clinical 
trial planning process.

What are the types of external partners you’re 
working with on a day-to-day basis? 
It’s across the board. First and foremost, I work with 
an Advancing Inclusive Research external council. The 
external council was formed over two years ago. It’s 
made up of research investigators, physicians, and 
patient advocacy leaders with expertise in a variety of 
disease areas, who share their perspectives on inclusive 
research strategies to change the healthcare dynamic. 

We want to make sure that as Genentech is developing 
inclusive research strategies that we are also partnering 
with external experts that are passionate and working in 
this area.It’s been an incredible experience to work with 
such esteemed colleagues and really gain new insights 
from their perspectives that can help us tackle barriers 
and define the next era of inclusive research.
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In your panel discussion on diversity and inclusion 
at the Patients as Partners conference, you 
emphasized that as the United States becomes a 
minority-majority population, we need to address 
health disparities now. Can you expand on that?

One of the common statistics I bring up is that Black 
and Latina women have higher mortality rates from 
breast cancer compared to white women. And yet, the 
representation of Black and Latina women in clinical 
trials is quite low. To address disparities, we need to help 
patients understand the benefits of clinical trials. 

As we include more real-world patient populations in 
clinical trials, there will likely be more confidence that 
we are identifying the best treatment regimens for all 
patients. Especially when data has shown that there can 
be differences in biomarker prevalence, response rates, 
and safety differences in different patient populations.

https://www.gene.com/patients/advancing-inclusive-research
https://www.gene.com/patients/advancing-inclusive-research
https://www.gene.com/patients/advancing-inclusive-research/external-council-members


What are some practical, tangible steps companies, 
sites and sponsors can take first to diversify their 
clinical research? 
As pharmaceutical sponsors, we need to do a better 
job of telling clinical trial sites our expectations and 
commitment in this area. We need to emphasize that 
we need sites to ask all potentially eligible patients to 
participate in clinical trials. If a site’s catchment area 
of patients is 18% Latino, then clinical trials enrolling 
at that site should reflect the patient population, in this 
case 18% Latino. 

It’s also on pharmaceutical companies to make 
sure that we are also sharing our expectations with 
vendors that we work with, including contract research 
organizations (CROs). We must reinforce that we want 
to work with sites that have diverse patient populations. 
I think it’s also on all of us to take a good, hard look at if 
the sites have the right support they need to reach the 
community, to reach the patients. If they don’t, we must 
figure out how to support them, so that we can help 
them reach these patients. 

As we include more real-world 
patient populations in clinical 
trials, there will likely be 
more confidence that we are 
identifying the best treatment 
regimens for all patients. 

Part of your role is to address health equity issues 
and ensure that patients of color have access to 
clinical trials. Can you speak to that? 

First and foremost, we know that there is mistrust 
of clinical research, and the second issue is lack 
of awareness. In fact, a recent Health Equity study 
we conducted found around one-in-three medically 
disenfranchised patients don’t participate in clinical 
trials, don’t get vaccinated, and don’t get tested for 
medical conditions due to lack of trust. 

There is a lack of understanding around the benefits 
of clinical trials. We need to change the dialogue 
to help patients understand “I could get access to 
cutting-edge treatment and cutting-edge monitoring 
in a clinical trial that I wouldn’t otherwise have access 
to.” It is on us to do a better job of addressing issues 
of trust in the healthcare system by building bridges 
of communication to patients in their communities to 
make them feel valued while helping them understand 
clinical trials.
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As a Latina, I would like to know if a recommended 
treatment regimen has been evaluated in Latinas before 
I take the regimen. If there are not enough Latinas in 
clinical trials, I won’t know.

To increase that awareness of trials, what are some 
key takeaways that you would include or highlight?
It depends on who you’re trying to reach. This “one 
size fits all” approach is not appropriate. Quita 
Highsmith, our Chief Diversity Officer, says that to 
reach the Black community, you need the three B’s: 
the barber, the beauty shop and the bishop, because 
they know what resonates with their communities. 
They can help you to frame the messages in an 
appropriate way. 

We’re finding that for Latinos on the West Coast, 
what’s going to resonate with them is totally different 
than what’s going to resonate on the East Coast. We 
need to get out of this mindset that it’s just one flyer 
that you send to “minorities,” and really think about 
what will resonate with them, and how to then tailor 
culturally appropriate messages . 

Like I said before, it’s, “Do you realize the benefits 
that could be available to you through this clinical 
trial?” One thing that would resonate with me if I was 
a patient is increased monitoring. Instead of someone 
saying, “You should do this,” I would prefer to hear 
“In a clinical trial, there will be more people invested in 
monitoring your response and finding the personalized 
treatment to help you beat this disease.” 

You also touched upon the need to understand 
that there are cultural differences in how certain 
groups of patients like to receive information, and 
finding that out through speaking with community 
leaders and advocacy groups. Can you speak to 
understanding how people receive information?

I think the days of “Well, we printed a flyer and left it 
at the doctor’s office,” aren’t going to cut it anymore. 
As we’ve been moving into this virtual world, it’s been 
really interesting to see the power of social media, and 
leveraging technology to conduct conferences to reach 
mutliple audiences. Take Facebook Live events: having 
virtual programs where someone can log in from home 
has completely shifted the dynamic to reach out to 
patients. 

Now patients don’t have to pay, or don’t have to fly 
to go to a scientific conference where they might be 
quickly overwhelmed. Now they can be online, working 
through conferences like yours, to really feel safe that 
if they want to stay off camera but send in a question, 
their question can still be seen and heard. That’s really 
important, because I think it takes away that fear and 
intimidation factor. 

What is your final thought to leave with our readers?

My big request to patients is to reach out. Tell us about 
your experiences. Every patient should feel empowered 
to ask for what they need, to be open with fears and 
questions. That’s the only way we’re going to open the 
communication and learn.  As patients, please don’t 
assume,  “I’m just one voice; it doesn’t matter.” That’s 
not true. We all need to invest in these issues, and the 
only way we can do that is by having open dialogue.
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Improving women’s healthcare 

can be EXPONENTIALLY 

IMPACTFUL, as women play the 

chief medical officer for their families.

EVE DRYER 

Executive Director,  

Patient Advocacy 

Retrophin

With a passion to help amplify the 

voice of the patients, and better 

engage them in the decision-

making process, Eve Dryer has 

committed herself to advocating 

for women’s health and is a staunch 

advocate for children and the 

elderly. Leadership in stakeholder 

and patient engagement — and to 

volunteer leadership and mentoring. 

She probes for solutions to complex 

healthcare problems. She is expert 

at connecting individuals and 

organizations that have the capacity 

to multiply each other’s impact. And 

she strives to inspire and enrich the 

lives of others. 

One of her proudest 

achievements was helping to lead 

the My Medicare Matters campaign 

to help seniors learn how to enroll 

in Medicare Part D, a program 

sponsored by AstraZeneca and the 

National Council on Aging that 

helped enroll more than 1 million 

seniors. The program won PRSA’s 

Silver Anvil.

On behalf of her client 

Accolade, a developer of patient 

engagement and health coaching 

models, Ms. Dryer spearheaded 

an initiative to bring together 

experts fro
m across multiple 

sectors to explore strategies to 

eliminate health disparities in the 

workplace. Accolade and the Kaiser 

Permanente Center for Total Health 

co-hosted the event based on a 

shared belief that every American 

deserves to receive the right care 

at the right time. 

Attendees focused on the 

realities of turning the concept of 

patient-centric care into practice, 

and a working group has since 

been set up under the aegis of one 

of the attending organizations, the 

National Business Group on Health.

On a professional level, Ms. 

Dryer says her greatest challenge 

was founding and launching her 

PR agency, Eve Dryer Healthcare 

Consulting, and getting through 

the first anxious year of breaking 

even and turning a profit. But 

by year two, she was paying 

employees bonuses.

Much of Ms. Dryer’s work in 

recent years — both professionally 

and as a volunteer leader — has 

been around women’s healthcare. 

“Improving women’s healthcare 

can be exponentially impactful, 

as women tend to play the chief 

medical officer for their families, 

including both children and elder 

family members,” she says.
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DAEMION T. JOHNSON 

Director, Patient Engagement, 

GSK Specialty Business Unit 

GSK Pharmaceuticals
In the new health economy, pharma 

leaders are challenged to provide 

relevant patient experiences that 

deliver value to patients. GSK’s 

Director, Patient Engagement 

Daemion Johnson is on a mission 

to provide a more personal patient 

experience, specifically to provide 

education and empowerment for 

multicultural lupus patients.

Daemion has held many 

positions at GSK, from sales/field 

management to brand marketing, 

but colleagues say his patient 

advocate role is his true calling. 

His passion for the patient, his 

creative thinking, and his personal 

commitment to provide culturally 

Daemion T. Johnsonappropriate care for the lupus 

patient community is not just 

what the doctor ordered but what 

patients need.To cut to the chase, Daemion 

has initiated a number of great 

ideas to assist patients, but his best 

and brightest initiative, according 

to him and his colleagues, is the 

Night of Beauty for women living 

with lupus.Because many lupus patients 

experience a lack of self-esteem 

and confidence due to the 

symptoms and challenges of the 

disease, Daemion and GSK are 

collaborating with one of the most 

globally recognized beauty brands 

— NARS — to host an informative 

social-engagement series in 

Sephora retail stores. The events 

are designed to address the special 

needs of lupus sufferers.

Daemion continues 
to PUSH creative 

and corporate BOUNDARIES 
to discover new and 

innovative ways to educate patients.

FAVORITE PATIENT 

ENGAGEMENT PROGRAM
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Evelyn González is a public health advocate, 
with a focus on health disparities and health 
equity. She is the Senior Director for the Office 
of Community Outreach at Fox Chase Cancer 
Center, an NCI-designated Comprehensive 
Cancer Center, where she leads the 
administration and implementation of community 
engagement programs, including education, 
cancer screening and community research.

Can you give us an overview of the community 
engagement work you’re leading at Fox Chase? 
As an NCI comprehensive cancer center, one of our 
foundational pieces is research. Through our community 
outreach and engagement efforts, our goal is to not 
only educate and disseminate information about 
the importance of research and the role it plays in 
finding better ways to either prevent, treat or diagnose 
cancer, but also it’s about engaging people in difficult 
discussions, which include the importance of research 
participation.
 
We do a variety of things: we provide bilingual cancer 
education around a whole array of cancer topics. In 
each of our educational sessions we discuss the role 
of research. The programs are offered in English and 
Spanish at no charge. We work through a network of 
community partners we have developed over the years. 
These partners are instrumental in helping us reach our 
communities and also helping us better understand their 
needs. Our role isn’t necessarily to say, “Here is a clinical 
trial we have.” It’s really about laying those foundational 
pieces where people begin to hear the words, the 
concepts, and have opportunities to ask questions.
 
Internally, we support researchers by either being the 
bridge and supporting them to gain access to specific 
communities, or it might be looking at their protocols and 
providing feedback or helping them to design recruitment 
materials that reflect the community and are culturally 
appropriate, written in plain language. 

How Fox Chase Cancer Center 
is Empowering Diverse Patient 
Communities with the Power of 
Research

When you’re creating educational and outreach 
programs, internally and externally, what is the 
process of understanding the specific concerns 
and what is important to specific communities? 
You start with what’s already been done: doing extensive 
literature reviews to capitalize on some of the research 
findings that have already been established, building 
upon them and assessing whether or not that’s the same 
issue in your community. 
 
We also have community advisory boards, and we do 
community dialogues. One of the things I presented at 
the Patients as Partners conference was our community 
ambassador training program. Focused on reaching the 
Black/African American community, we recruited a cohort 
of interested members of this community to be trained on 
medical research. In turn, they would go back out into the 
community and engage people in those conversations, 
whether it’s at a bus station or a sorority gathering or a 
family reunion or just talking to a friend. This seven-week 
program was a commitment on their part. They were all 
interested in helping their community to understand their 
options should they be diagnosed with cancer.
 
After they disseminated information, it was imperative 
that they share what they’re hearing and any challenges 
they had. 
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We try to take very complex information and simplify 
it, without changing its meaning, so that they can truly 
make an informed decision about what it is they’re being 
asked to participate in.
 
We work directly with principal investigators, where they 
identify priority clinical trials, either because they are a 
higher cancer burden within our catchment area and we 
want to address them, or it might be something that’s 
a national trial that we’re trying to accrue quickly to, or 
maybe it’s a trial that we’re having difficulty accruing to. 
What we do is take the original IRB-approved protocol, 
and we create a one-page, front-to-back, summary of 
that protocol using a template we adapted. 
 
And then of course we do training; it’s really important 
to train our staff, from the frontline workers to our 
clinicians on cancer health disparities and why engaging 
communities of color into our trial is so imperative. 
It might be cultural competence training or sharing 
successful strategies to clinical trial recruitments, 
specifically for diverse communities. I believe it’s 
important to share such information with staff so that 
when they are approaching someone, they’re doing it in a 
culturally appropriate manner. 

I want them to feel comfortable approaching patients 
from diverse backgrounds and cultures. Truth is, you 
have to be comfortable with being uncomfortable. You’re 
not going to know everything. I’ve been in public health 
for 30 years; I learn something new every day.

Without the inclusion of diverse 
populations, the science is 
incomplete.



It may be something we are unaware of or it may be 
something that we’re aware of but we didn’t cover during 
the training. This is why we continue to meet and provide 
continuing education sessions. 
 
We also do community dialogues: this entails take 
physicians and researchers out with us into the 
community with a clinical trial participant. 
We engage in these Oprah-esque interviews, where we 
sit in comfortable chairs and we say, “Today we’re going 
to talk about a particular cancer that’s disproportionately 
affecting us.” We talk about cancer and we talk about 
what type of research has been done and why this is 
important to us as a Latino community, or as an Asian 
community, an African-American community, depending 
on who we are talking to.
 
I have pointed questions that I ask of the physician, like 
“Tell me more about the informed consent process,” 
and the physician will elaborate. Then I’ll turn to the 
participant and say, “Was that how it worked for you?” 
And they might say, “Well, it didn’t work exactly like that 
for me” or “Actually yes, it did work that way.” What I like 
about it is that I’m not putting words in their mouth; I just 
want to hear what they have to say.
 
Then we engage the audience to ask the panel 
questions. Some ask how they went about making 
the decision to participate, because it’s different for 
everybody depending on their support network, their 
level of education, whether they’re risk-adverse or not. 
You cannot assume that because someone is of a 
specific race or ethnicity that they will not join a study. In 
fact, some of the research shows that racial and ethnic 
minority groups are less fearful than in the past. This 
is important because without the inclusion of diverse 
populations, the science is incomplete.

What conversations have you had around what 
kinds of results patients want, and the best ways of 
returning results? 

This is a challenge, I’ll say, because people want to 
know their results. It’s imperative when you’re engaging 
individuals in discussions about research that you are 
upfront about what you will and won’t get, and why.
 
We have a responsibility to not only thank our 
participants, but also share what we can, because 
they’re not reading medical journals. Communities are 
leery of researchers who have no relationship with them 
coming into their space. We hear them say “They came 
into my community, they get what you want/need and 
then get out and we don’t see them again?” This is 
why working with your community outreach office is 
important. We develop the relationship, build the trust. 
We also need to help people to understand that all the 
advances we’ve made in cancer care today, the reason 
people are living longer with cancer (16.9 million in the 
US), is a result of these clinical trials. Remember, they 
don’t read medical journals.
 
What I’d love to do in an ideal world is provide 
participants with lay summary results. “Thank you for 
participating. We wanted to share with you the results 
of the study.” You could put the journal article in there, 
but why not write a little summary in plain language 
helping them understand what they contributed to 
and what the results are. This would go a long way to 
building trust. Oftentimes, people think clinical trials are 
always successful. They’re not, but they’re still beneficial 
because you know if something doesn’t work, you’ll 
try a different avenue. Nonetheless, helping the public 
understand these nuances is important.

How do you address the concerns of communities 
while still encouraging people to find value in 
participating in clinical research?

I’m a very transparent person, and I believe that you do 
more harm when you try to hide things. One of the core 
components of our community ambassador training 
was giving each of our participants The Immortal Life 
of Henrietta Lacks as part of the curriculum. You’d 
be surprised to know how many people didn’t know 
about Henrietta Lacks; they knew about Tuskegee, and 
they didn’t know all the specifics – they had what they 
were told. We addressed what Tuskegee was, and we 
addressed who Henrietta Lacks was.
 
Our original training program was 5 weeks. And after we 
read and had our discussion about The Immortal Life of 
Henrietta Lacks, the group was so disturbed, agitated 
and upset that we had to extend the training. We couldn’t 
rush this. You cannot rush those discussions. We ended 
up in very in-depth conversations, looking at what we 
had trained them on (process) and what had occurred.
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Our role isn’t necessarily to say, 
“Here is a clinical trial we have.” 
It’s really about laying those 
foundational pieces. 

Is there a final thought you can leave with our readers?

I’d like to say that when you’re dealing with an issue 
like research and clinical trials, it’s multi-faceted, and it 
has to be approached in such a manner. My particular 
emphasis is community outreach and engagement, 
and I try to bridge that with the researchers within our 
institution. But the reality is there are structural, clinical 
and attitudinal barriers that must also be addressed 
as well. It’s never just one thing, and you can’t just 
approach it as one thing.

It’s not about keeping people in that anger phase; it’s 
about helping them work through it. Helping them 
understand that as a result of these injustices there 
are now mechanisms in place to protect people. A 
significant portion of our training focused on this. It is 
important for patients to know their rights. Although we 
can’t change what happened, and what happened was 
wrong, here is what has been put into place so that 
those things don’t happen moving forward. Hence why 
it’s more important to be sharing with our communities 
the types of questions they should ask and reinforcing 
that they shouldn’t be pressured into a decision. Our 
goal is to help them become more active participants in 
their own healthcare.



EB McLindon is Senior Vice President, Site, 
Patient & Decentralized Solutions at ICON plc, 
and is passionate about engaging patients and 
simplifying the research journey for both patients 
and sites.

How are you engaging with patients?
We’re really looking to bring the patient voice further 
upstream, into the protocol development, not 
necessarily to change the protocol, but to make sure 
that we understand the patients’ own interests. No 
matter what we have done in research, there hasn’t 
been a significant uptick in patient participation in the 
last ten years. Roughly the same percentage of people 
participate in research, and so the question is how to 
make it more a part of their care option, as opposed to 
something new and encourage participation.
 
We have multiple ways that our patient insights team 
work to gain the patient perspective. For web-based 
surveys, we can either draw on our own database, 
through our Accellacare research sites, or by direct 
targeting through social marketing. If it’s a very 
targeted population like rare disease, we’ll typically 
partner with patient advocacy groups and invite their 
members to participate in a web-based opt-in survey. 

Our team also can conduct interviews, either in a focus 
group format or on one-on-one basis. The goal for this 
type of research is really to engage the patient into the 
detail of study conduct.
 
By engaging patients further upstream with our patient 
insights team, whether it’s web-based, panel focus 
group or one-to-one interview, we can then take the 
information and put that intelligence into the patient 
recruitment and retention plans. 

ICON Talks About the Inclusivity 
of Decentralized Trials
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How could some of the decentralized/virtual 
methods you’ve used be utilized to engage with 
underrepresented minority groups in clinical 
research?
When you look at all the biopharma and CRO mission 
and purpose statements, we are all focused on the 
same thing, to improve the care and quality of lives. If 
you don’t have proper diversity representation, you lose 
out scientifically on understanding the factors that could 
lead to that disease, underlying health conditions and 
the overall disposition of all populations.
 
When it comes down to how we ensure appropriate 
levels of ethnicity in a study, our first step is to use 
available data information to inform how we recruit 
patients. We have ways of interrogating the electronic 
medical records, through a couple of different systems, 
which gives us a guidepost on the prevalence of that 
disease in certain ethnic groups. That way, we can 
understand if diversity could be a challenge or not – for 
a certain disease state.  If a very small fraction of that 
population is of a certain race or ethnicity, then you can 
imagine you’d only get so many participants.  
 
Patient recruitment is an area we’ve struggled with, as 
an industry. We have however learned there are three 
key areas to address if we want to improve outcomes; 
awareness of clinical trials, building trust and developing 
transparency. One of the few positives with the COVID 
outbreak is I think people are sitting around and talking 
about Phase III pivotal studies because it’s all over the 
news. This has definitely increased the awareness of the 
importance of clinical trials and the positive contribution 
it makes to patient lives and hopefully this will help to 
increase participation.
 
Secondly, we have to understand that different people 
look at research through a different lens, and some 
maybe even cynically.  It is our responsibility to ensure 
integrity and support in all patient engagement to build 
trust. We also have to develop a transparent process, 
so that patients understand what is happening at all 
stages when they are on a clinical trial. 

In years gone by there were patients on studies who 
perhaps weren’t as familiar with the study process as 
they should’ve been. The consenting process is the 
first step of building transparency. Our FIRECREST 
system has a great eConsent viewer, which enables the 
healthcare professional to walk through the details with 
the patient for better understanding.
 
When you look at those three factors, and you build 
them into the study, we can develop awareness through 
social marketing using the information we’ve gleaned 
from our patient outreach by targeting certain diverse 
populations. But if those other two things are missing, 
then you’re not going to get that participation.
 

The only way you can be 
inclusive is by giving people 
options to be included.

We use the core learnings to develop marketing 
outreach materials for similar patient populations. 
This will help to explain the study to patients and 
how it dovetails into their current care, so that clinical 
research really becomes a care option for them, rather 
than an extra burden to their disease or condition.



How does a decentralized model benefit those who 
have been traditionally underrepresented in clinical 
research, including racial and ethnic minority 
groups?
The way I look at  “decentralized trials” is if you take 
a piece of paper, and on the left hand side you list 
the elements of the traditional site-based model, the 
way research has been run for years. You have the 
physician, the site, all the visits that happen at the site 
and the monitors go to the site to manage the quality of 
the data.
 
On the right hand side we’re going to put “fully 
decentralized.” That would clip into a word that the FDA 
isn’t fond of – the “virtual” trial or “siteless” trial – where 
the patients are all engaged through social marketing, 
maybe you use telemedicine, and other digital tools and 
other means to make sure they’re being compliant.
 
Where we’re living today, as an industry, is in the middle. 
It’s the hybrid decentralized model, where you’re not 
trying to take the patient out of the site, and you’re not 
trying to take the physician out of the engagement. But 
you’re giving them the right places to engage at the site 
level that are vital to the key data elements of the study. 
Then the ancillary visits, these interim visits that might 
be for blood collection or to double-check compliance 
with eCOA or ePRO questionnaires, those visits are 
being handled in a different manner, at home or an 
alternative convenient site.
 
What we’ve seen as the biggest facilitator in the 
decentralized approach is at-home health when you can 
bring the visit to the patient’s door. Instead of having 
to go to the hospital setting for 16 visits over the next 
12 months, they can do some of those visits from their 
home or place of work. By bringing the visit to the 
patient’s home, you immediately alleviate some of the 
burden. And so regardless of whether it’s a pediatric 
population, an elderly population, a very sick rare 
disease population, or a diverse population that says, 
“I have all of these other responsibilities in my life,” or 
“I can’t get to the clinic because the clinic is open from 
9am to 5pm. But I can be at my house at 8pm or 6am if 
someone wants to show up,” you are making the study 
more accessible.

What does a decentralized model mean for the 
need for health literacy and cultural competency 
as patients take on a more active role in their 
healthcare?
I just keep coming back to the fact that the more we 
can get physicians talking to patients about clinical 
research as a care option, helping them to understand 
that research is as good as their standard of care, the 
better. Then they start understanding they have options.
 
There is more data out there than ever. There are more 
apps, there are more websites, for patients to get 
educated. And one of the roles we have in research 
by engaging with patients and physicians directly, is to 
point them to those right resources.  This information 
will help them to make better decisions about their 
life. This goes back to understanding what people are 
already using to understand their own healthcare better 
or to educate themselves, and to provide the support to 
make it easier for them to participate.

didn’t have a computer that could meet the connection 
that was needed. You have a situation in schools that 
is emblematic of the problem you’re looking at on the 
research.
 
When you look at how to make sure we’re inclusive, 
that’s where you have to sit with the hybrid model. 
You cannot say “We’re going to go with a siteless 
model,” without contemplating the fact that you might 
eliminate people who could participate and could be 
very valuable to the study and their own healthcare. 
You have to maintain a hybrid approach where you 
have the traditional model available to those patients 
who may prefer to visit the site and also have these 
other tools to support patients who might want to take 
advantage of an alternative approach.
 
It really comes down to what we saw in our 2019 
patient survey, where we asked patients what they 
thought of decentralized trials: people want options. 
And when you start talking about trying to be inclusive, 
the only way you can be inclusive, in my eyes, is by 
giving people options to be included. That means 
understanding those patients and what some of their 
own needs might be. It’s really understanding the 
patient population, where they live and how to bring 
the study to them.
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For more information, visit iconplc.com

As we move forwards, and adopt certain new 
technologies and decentralized processes, how can 
we make sure we build equitable access into that?
Nothing highlights this question more than what’s 
happened in schools during the pandemic. There 
are school systems out there that could not actually 
get students online, because either the students 
themselves didn’t have internet at the house or they 

It’s really understanding the 
patient population, where they 
live and how to bring the study 
to them.

The last piece of it is really focusing on engaging with 
physicians, in geographies and regions where those 
patient populations exist. We’ve talked to a lot of 
patients who participate in research, and regardless of 
their race or ethnicity, they want to see their doctor as 
themselves. They want to see a mirror reflection. And so 
one thing we’re trying to do is work with sites where the 
physician base is diverse.

http://iconplc.com/decentralised


Staci Hargraves is Vice President of Operations, 
Portfolio, and Strategy at Janssen, where she 
is responsible for developing and executing 
the operational strategy within Janssen R&D. 
She currently serves as the Executive Sponsor 
of Janssen’s Diversity & Inclusion in Clinical 
Trial efforts. She is a member of the National 
Coalition of 100 Black Women (NCBW100) 
and participates in several STEM programs for 
diverse populations.

You are the Executive Sponsor of Janssen’s 
Diversity & Inclusion in Clinical Trials efforts. How 
did you come to be in that role, and can you tell us 
a little bit about what that entails? 
I joined Janssen three years ago, but Diversity & Inclusion 
in Clinical Trials (DICT) is not new to Janssen. There 
was a DICT working group when I came on board, 
and I saw an opportunity to build it out and give it a 
more holistic strategy that could be carried across the 
Janssen Research & Development organization and more 
specifically, across therapeutic areas.

My focus was centered on how we could scale DICT 
and create something broader to deliver impact to not 
just one trial, but many. To do this, we’re scaling our 
approach across the entire portfolio as a subset within 
Janssen’s broader D&I platform. Ultimately, we are 
working to shape the future of clinical trials by ensuring 
they are more diverse, inclusive and equitable.

How Janssen Scales Diversity 
and Inclusion in its Trials

Even though we talk about 
external awareness, internal 
awareness is just as important.

What considerations are needed to plan 
thoughtfully and actionably for diverse recruitment? 
How do we start? 
The way most trials operate today can’t be done 
successfully in the D&I space, so we must have these 
conversations at the protocol level. As they’re being 
written, we must ask ourselves: “Are we thinking about 
D&I? Are we thinking about how we overcome obstacles 
and barriers to participation by underrepresented 
groups?” We have to start as early as possible. We 
know that when you think about diversity and inclusion, 
we can’t use a standard lens because there’s no 
one-size-fits-all process. We have to rethink how we 
operationalize, embed strategies into our trials to ensure 
diverse participation, and then analyze metrics to see 
how to improve and do better. So, start early.

Janssen’s LOTUS study proved that increasing 
diversity and inclusion among trial participants is 
extremely attainable. What can be extrapolated 
from the LOTUS study and applied to other studies? 
Our success in the LOTUS trial created a blueprint for 
Janssen’s future clinical trials for other therapeutic areas 
and priorities. It enabled us to establish best practices 
for educating investigators, connecting directly with 
patient communities, and easing barriers to access. 
We plan to continue building on these findings as 
we seek to increase enrollment of underserved and 
underrepresented communities.

In terms of what we can extrapolate, we are actively 
exploring and adopting additional creative approaches 
to create more diverse and inclusive trials, including 
(1) reducing/removing logistical barriers through digital 
technologies; (2) employing diverse clinical trial personnel; 
(3) ensuring language accessibility; and (4) partnering with 
minority health and community advocacy groups.
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What is involved with the process of proactively 
identifying and addressing barriers to enrollment by 
patients in underrepresented communities? 
At Janssen, we’re steadfastly working to better 
acknowledge, recognize and address the barriers 
preventing clinical trial participation for underserved and 
underrepresented populations. Ultimately, the key is to 
meet people where they are – and that may be in a local 
physician’s office where we haven’t historically engaged. 
We must be open to partnering with sites that may 
not have participated in our clinical trials previously, or 
exploring the use of mobile applications. 

Education to foster a greater understanding of what 
clinical trials are – and how they work – is also critical. 
We believe progress can be made by weaving together 
grassroots, community-level patient and investigator 
engagement with disruptive new and emerging 
technologies.All of these things take time and hard work, 
and we know that peoples’ attitudes and behaviors will 
not change overnight, but we need to have consistent 
conversations over the long haul  –  after all, trust is 
earned. These are not transactional relationships that 
we’re trying to establish. 

While the world is focused on COVID-19 today, 
at Janssen, we haven’t forgotten about our other 
therapeutic areas. Across our broader portfolio, we want 
to improve diversity and inclusion in clinical trials in order 
to advance health equity and create a better future for 
our patients. That’s what makes the difference for us, 
provided we do it the right way. We’ve been pushing for it 
long before COVID-19, and we’ll be here long after.



In your panel discussion at the Patients as Partners 
conference, you spoke about grounding outreach 
in education, and investing in communities of color. 
Can you tell us more about what that looks like? 
As we discussed during the panel discussion, 
underrepresented populations face a variety of barriers 
that impact clinical trial enrollment, including fear and 
mistrust, lack of awareness, and logistical challenges.

Grounding outreach in education by creating resources 
tailored to communities of color will allow us to educate 
them on what it means to participate in clinical research. 
Even the smaller details matter: for example, explaining 
the difference between a general practitioner and a 
clinical researcher. To rebuild trust, we need to help 
people understand the process, and we should provide 
information that empowers them to understand how 
clinical trials work – and, importantly, how they have 
changed and evolved to ensure that participant safety 
and human rights are protected today.

Investing in communities of color means going above 
and beyond to ensure we’re finding the right strategies 
to reach them. For example, by leveraging new and 
emerging technologies to disrupt the clinical trials 
process of the past, we can design more innovative and 
accessible clinical trials. This change must happen both 
internally and externally. 

It can be as simple as offering multi-language clinical 
trials materials that are available to multiple communities, 
or as complex as investing in wearable technology that 
alleviates transportation barriers.

How do you foresee the adoption of decentralized 
models for clinical research aiding in increasing 
diversity and inclusion for clinical participants? 
What are some processes we could put into place 
early and often now, as we embark on this journey 
on a larger scale?

Janssen has already implemented a variety of direct to 
participant approaches to decentralize select clinical 
trials – that’s one great example of how we can leverage 
digital technology to meet underserved populations 
where they are. Where we’ll continue to get smarter is in 
how we identify, select and qualified sites. How do we 
use technology, apps, mobile and wearables to change 
how we reach communities of color?

However, as the industry moves towards decentralized 
and virtual models, we need to recognize that not 
everybody has the technology capabilities – internet, 
iPhones, wearables – at their fingertips. To connect with 
the communities we serve and find ways to engage with 
them, we also need to keep in mind that we might need 
to help enable that engagement.

What does internal education and communication 
look like for talking with teams about building 
systems for inclusion and diversity? 
Awareness is key. Even though we talk about external 
awareness, internal awareness is just as important. Some 
people still aren’t comfortable talking about diversity. In 
fact, while we’re seeing conversations about race and 
ethnicity increasing externally, fostering D&I conversation 
in the workplace is still challenging. We need the industry 
to get comfortable talking about diversity and inclusion – 
and help foster that discussion internally – before we can 
successfully get the outside world to talk about it.
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You also spoke about utilizing data science to 
identify communities of color for site selection. Can 
you speak more about that, and the importance of 
increasing the number of principal investigators 
who have diverse patient populations? 

At Janssen, we’re using data science to mine the data 
and understand our potential diverse populations at the 
site level. We’re looking at demographics to understand 
where diverse investigator sites are, and who the patient 
population is there. For COVID-19, for example, we 
knew where communities of color were according to 
the site list, and that’s allowing us to tailor interaction to 
the different cities. Typically, you’d go to sites where you 
have relationships, but we needed to go beyond that to 
connect with diverse patient populations. 

That’s what we’re doing from an industry perspective; 
using data to hone our strategy allows us to push the 
boundaries. Increasing the diversity of our principal 
investigators is also important, because what we 
know is that humans – no matter their racial or ethnic 
background – tend to respond better to people 
who look like them. The challenge is that sponsor- 
or government-qualified clinical investigators are 
overwhelmingly White today. But, we are on a mission 
to change that. For example, we’ve partnered with the 
National Medical Association to train physicians of color 
to become qualified clinical research investigators. While 
we know this will naturally take some time, a partnership 
like this may ultimately change the paradigm.

Grounding outreach in 
education by creating resources 
tailored to communities of color 
will allow us to educate them on 
what it means to participate in 
clinical research.



Jeanne Regnante is Chief Health Equity and 
Diversity Officer of the LUNGevity Foundation, 
where she oversees the strategic design, 
development, management, and communication 
of key diversity, equity, and inclusivity policies, 
programs, and partnerships.

Over your career, how have you seen the 
approaches to diversity and inclusion in clinical 
research change?

There has been a slow awakening and positive changes 
to capabilities in individual sectors over 10 years due to 
leadership and persistence. The FDA guidance has kept 
pace. Seven to ten years ago, there were many internal 
myths in companies around this space: “It takes too 
long.” “It’s too hard.” There was an excuse, that the FDA 
didn’t really require it, and there was no public advocacy 
or outcry at the time. 

About five years ago, FDA started asking questions in 
writing, such as “What is your recruitment strategy for 
this trial to ensure a representative population?”, and 
industry said, “I’m open to understanding what we 
need to do and how to respond.” The sponsor clinical 
lead might have heard about this and started talking 
internally about process and how to respond and define 
demographic subgroups. At that time, the FDA’s Drug 
Trials Snapshot was launched, so there was some good 
public transparency in terms of what new drug entities 
or indications were doing in respect to inclusion of 
representative populations. 

Then maybe about two years ago, the FDA issued 
industry guidance on eligibility criteria and reimbursing 
patients for study costs and started asking questions at 
milestone meetings such as, “What is your recruitment 
strategy to ensure representative populations and 
how do you arrive at that?” Now, sponsor behavior 
started actually changing. They had more pronounced 
engagement with representative patients to ask them 
their advice on protocol design. 

Site Success Factors to 
Increase Diversity and Inclusion 
in Lung Cancer and Save Lives

We need to err on the side of 
understanding. Otherwise, 
whom are we protecting?

What are the barriers to access clinical research 
in lung cancer now, and especially when you 
focus on African-American and Hispanic/Latinx 
communities?

In order to answer this question, one needs to talk 
about disparities in care in general, because offering a 
clinical trial to a patient community depends on where 
they are in their journey and whether or not they’re able 
to access care the way the protocol dictates it. Trust 
plays a tremendous role as well. There are challenges 
with respect to identifying early stage cancers in these 
populations because many populations are diagnosed 
with cancer at Stage III/IV. There is inadequate access 
to lung cancer clinical trials. We’ve found that lung 
cancer trials for NSCLC and SCLC are not being 
placed where racial and ethnic minority populations live. 
Therefore, patients are not routinely asked to participate 
in a clinical trial. 

The other aspect is that Medicaid patients are just not 
asked to be in a clinical trial – and in many communities, 
Medicaid is the only health insurance they possess – 
this is another barrier to patient access. Medicaid does 
not cover standard-of-care costs while a patient is in a 
clinical trial in 45 states. This represents a continual need 
for advocacy. And then thirdly, there is inadequate access 
to biomarker-driven therapies. There are many new 
targeted therapies for lung cancer treatment; access to 
those require that patients need to get biomarker testing 
to be eligible for these therapies. So, since there is lack of 
testing and biomarker testing amongst racial and ethnic 
minority patients, they’re not asked to be in a clinical trial 
and they end up on what is usual, chemotherapy. 

It is critical that as a Patient Organization we talk about 
clinical trials and the process with patients and caregivers 
so that they ask their doctors about their willingness to 
participate. Patient advocacy for standard of care is an 
impactful approach.
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Cross-company strategy started picking up to discuss all 
aspects and coordination of design and communication, 
including health-literate informed patient consent forms. 
More organizations started having more dialogues and 
conferences to focus on best practices. 

Just last year, there was a notable move to greater 
sponsorship at a higher level at companies – Chief 
Diversity Officers might’ve started picking up focus on 
diversity in clinical trials, not just focusing on HR and 
internal hiring – and then a lot of companies started 
having an internal position focused on inclusion research 
in their research division. 

Many clinical trial sites continue to have high willingness 
and capability to achieve goals with respect to inclusion 
research. Site leaders need to be invited to proactively 
plan with sponsors on goals, process and operational 
milestones throughout study phases and include 
community insights throughout.



You co-authored a study that analyzed cancer 
centers of excellence to isolate successful 
practices of increasing racial and ethnic minority 
group participation in trials. Can you tell us about 
the findings of that study?
This was a great team effort at the National Quality 
Minority Forum when I chaired the Diverse Cancer 
Communities Working Group. We asked the question, 
“What are cancer centers doing that recruiting racial and 
ethnic minority populations with success?”  Eight cancer 
centers who were included in the research assessment 
were able to recruit racial and ethnic minority populations 
on an average of 25% of the time, up to 40% of the 
time – the national average is less than 6%, so the best 
practice findings are significant. 

Sponsors should ask current and future sites whether 
they have the capabilities and success factors that were 
noted in our research assessment, with questions like: 

Just the very act of sponsors and CROs (on behalf of 
sponsors) asking sites these questions will move the 
field, enhance capabilities and coordination so that we 
have better more sustainable inclusion in clinical trials. 
We must remember that sponsors need to be open 
and flexible to change their practices and processes 
too to develop best practices. There is a reason why 
historically, less than 6% of racial and ethnic minorities 
are engaging in trials. It takes all stakeholders to change 
and coordinate capabilities.

As we adopt certain new technologies, 
decentralized processes and adapted ways of 
doing research, how can we make sure that we are 
building equitable access into that?
There is a realization that there are still Wi-Fi deserts 
in the country. We also need to remember that not 
everybody has a smartphone. 

If we really want to reach people, we need to invest 
in the infrastructure, to make sure that people have 
WiFi where they live. It’s not a bad idea for healthcare 
to invest in WiFi, to make sure that they reach all 
communities. I think the future of healthcare depends 
on it. We need to pay attention to digital literacy and 
providers need to educate patients in a way that is 
understandable to all communities.  

Something I feel strongly about in respect to technology: 
we need to ask sites that are able to recruit racial and 
ethnic minority populations what they recommend with 
respect to offering and enabling technologies for their 
patient populations. Ask them what they’re comfortable 
with, so that they can ask their communities. We can’t 
sit back in the boardroom and say, “For this process, 
we’re going to have a telehealth visit.” Well, it might 
work for you, but it might not work for the patient or 
the site. There needs to be some flexibility here and 
sponsors need to ask sites and communities these 
questions directly. 

Just giving a solution to somebody and asking them to 
do it does not complete the circle. The solution needs 
to work for everyone. One needs to understand how 
people accept and understand technology from their 
point of view to ensure true understanding. Otherwise, 
technology is just a checkbox and it will never be used 
or accepted by all communities. 

What is the incidence of the disease and the number of 
patients by demographic in their catchment area for a 
given disease?
What are your specific requirements and process for 
ensuring that the study doesn’t cost patients more?
Do you have a way or a process to ask everyone who 
is eligible to participate at the time of treatment decision 
with the provider?
Does the site have a community outreach program in-
network? 
What do they do if a candidate patient is under insured 
or does not have insurance?
Do you have a provision to translate all study materials 
in plain language or in a health-literate, linguistically 
appropriate way? Do you give patients a summary of 
the study?
Do you have telemedicine/health capabilities to engage 
patients in rural or aged communities, who have access 
issues with study visits?
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The study also noted the importance for clinical 
research and education materials to be culturally 
accessible and user friendly. How can that be 
achieved, and what does it do for building trust?

Nobody would go into a clinical trial if they didn’t 
understand the expectations and the intent of a trial for 
themselves or the benefit of researchers to learn more 
about their community. Health literacy, plain language, 
cultural competency – having information that is 
linguistically appropriate is really important, and it needs 
to be done routinely as a requirement. 

We know that low health literacy is one of the social 
determinants of health associated with cancer-related 
disparities. When I started at the LUNGevity Foundation, 
one of the questions I asked was “To what extent is our 
patient education materials health literate?” Historically 
at the Foundation, we have engaged more educated, 
never-smokers, more health literate patients and 
caregivers because of the gap in education we have 
been committed to successfully address. There is a 
2018 publication by researchers at the University of 
Illinois – and I was really surprised to find the following 
approach and conclusion --they looked at all publicly 
available information on lung cancer screening and 
early detection, to understand the extent to which it 
was health literate according to AMA guidelines. Do you 
know how many materials they found? Zero. 

To address this gap, we sought to understand the 
landscape of expert health literacy organizations 
who are experts on the process of translation of 
educational materials into plain language using health 
literacy principles. I know informed consent is a 
little tricky, because there is a lot of legal language 
involved. One cannot consent to something that one 
does not understand. We need to err on the side of 
understanding – true understanding versus the legal 
language that currently exists. Because then, whom are 
we protecting?
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Joanne Waldstreicher, MD, is the Chief 
Medical Officer at Johnson & Johnson and 
leads the company’s patient safety efforts. 
At the 2020 Patients as Partners conference, 
Dr Waldstreicher spoke about J&J’s efforts to 
engage with patients as partners. 

The following Q&A is pulled from audience 
questions at the summit. 

Does the R&D program partner directly with 
any advocacy and/or patient organization to 
provide infrastructure and scientific expertise to 
support the patient group’s research development 
agenda? If not, could you see benefit in such a 
collaboration, even if it might not always align with 
J&J’s research agenda?
Yes. We are open to partnerships with patient and/
or advocacy organization and have engaged in this 
type of collaboration in the past. We are committed to 
listening and partnering with patient groups; and, in 
some cases, providing the science and infrastructure 
to conduct clinical trials. 

Our priority is to improve patient outcomes and we 
believe that by engaging with patients we will ultimately 
achieve better results. 

In addition to your specific question, we have 
also partnered with more than 2,000 patients and 
caregivers, as well as several patient groups, on 
clinical trial design across all our disease areas. As a 
result of patient feedback, we have made changes to 
clinical research such as modifying inclusion/exclusion 
criteria, reducing invasive procedures, reversing test 
sequences, scheduling flexibility and many more 
examples. We believe together with patients we can 
speed up clinical research and bring solutions to 
patients faster.  
 
If you want more information, please reach out to my 
colleague Katherine Capperella at KCapper1@its.jnj.com. 

Q&A with the Chief Medical 
Officer of Johnson & Johnson

Does J&J include Patient-Reported Outcome 
measures in all clinical research? If so, is it 
developed and tested with patients? Is it published? 
We report Patient-Reported Outcomes (PROs) in 
programs for pharmaceutical products that are in 
development where it is appropriate to include them. 
If we are developing new PRO measures or modifying 
existing ones, they are developed and tested with 
patients. And if we are using measures that already exist, 
we generally conduct qualitative research with patients. 
Yes, we publish our work.

How does J&J broaden outreach to get participants 
from typically under-reached and under-
represented communities? Are there set goals to 
ensure representative participation of key cohorts?

Johnson & Johnson shares the concern about the 
historic underrepresentation of racial and ethnic minorities 
in clinical trials, and we have taken specific steps through 
our dedicated team within Janssen. Our three-part 
commitment is focused on:
    Culture: Advance internal awareness on the need to 
successfully recruit underserved and underrepresented 
patients, and apply new tools to increase enrollment of 
diverse populations in our clinical trials;
     Access: Increase underserved and underrepresented 
populations’ access to participation in clinical trials 
through various internal and external initiatives that 
address barriers to enrollment; and
     Awareness & Trust: Improve awareness and education 
about clinical trials in underrepresented populations, to 
facilitate greater trust and participation in clinical trials

In particular disease states that impact diverse 
populations disproportionately, we develop specific goals 
to ensure those people are being reached.  For example, 
we are emphasizing representation of populations that 
have been disproportionately impacted by the pandemic 
as we design and implement our COVID-19 Phase 
3 program. In the United States, this would include 
significant representation of Black and Hispanic/Latinx 
participants and adults over 65 years of age. 

Your compassionate use model is beyond 
impressive. How do you recommend small 
companies get started on this path if they have little 
infrastructure for expanded access set up?
For any size company, creating and posting a policy 
on compassionate use is paramount to the support of 
patients as well as transparency. If a company will or will 
not consider compassionate use is the first component 
followed by key items such as when they will consider it, 
what principles they will utilize when reviewing requests, 
as well as the “how”, or logistically, how they will review 
requests, among others. We encourage all companies to 
review CU policy requirements of the 21st Century Cures 
Act  as well as visit other company websites with policies 
posted for examples. Establishing a consistent approach 
to how a company will handle CU is fundamental not only 
to transparency of process but also supports patients 
with serious illness and their caregivers in their search for 
potential therapeutic options. 


