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Welcome to the CRAACO: Clinical 
Research as a Care Option 
Autumn 2020 newsletter.

This issue features clinical research 
professionals who are diversifying 
patient participation in clinical trials and 
strengthening community engagement.  

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. 
The research shows that when clinical 
research is truly diverse, across racial, 
ethnic, gender and socioeconomic lines, 
the science is better. 

Through this newsletter and the CRAACO 
conference, we aim to highlight those 
voices who are making a difference and 
furthering the conversation. 
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Cassie Lewis-Land, MS, CCRP, is the Program 
Administrator for the Recruitment Innovation 
Unit at the Johns Hopkins Institute for Clinical & 
Translational Research.

Can you tell us about the work that you lead?
With the Research Innovation Unit, I help researchers 
connect with the communities where they are trying 
to engage more research participation. We have 
community services working with inpatients and 
people who already have contact with the hospital 
enterprise. At the grassroots community level, we 
work through community-based organizations to 
help them get involved with research. We have a 
network of community-based organizations, faith-
based organizations and support groups for people 
with specific health disorders. This way, when a trial 
needs those kinds of participants, we already have a 
relationship formed and can introduce the researchers 
to the community members. I am the advocate and 
gatekeeper for the research participant community. Where are the areas of opportunity to change the 

way we approach recruitment and retention?
As a researcher, you might know everything about 
hypertension, but it’s about understanding the patient 
perspective. When we can see things from both the 
researcher and patient perspectives, you can adapt 
the protocol to address the community’s challenges to 
improve recruitment and retention. 

You can sit in your office all day and think of a hundred 
ways to recruit a population but when the study is 
approved you’ll realize that some of those ideas don’t 
work. We advocate to change the whole system. 
You can’t just put together a protocol and expect the 
community to enroll right away. You need to meet with 
the community before your start and get their opinions 
and feedback from the beginning. 

Recently we’ve been advocating for researchers to ask 
the communities, “What are the right research questions?” 
Maybe a researcher wants to focus on a specific metric 
but for the community, that’s too hard. You need to know 
what people care about and study that metric. 

How to Build Trust, 
Understand the Patient 
Perspective and Improve 
Access to Clinical Research

How do we improve patient access to clinical 
research as a care option?
First, we need to raise awareness that clinical trials are 
going to help in the long run if you participate. You’re 
not only helping yourself but you’re helping others and 
possibly your grandkids and generations beyond you. 
This is one of those things that researchers understand 
but I don’t think it’s explained well to our communities. 

We need to be more available than we currently are. 
For some communities, it’s perfectly fine to say, “I 
want you to come in for a research study at 2:00 on 
a Wednesday afternoon.” But for some communities, 
that’s a challenge. In order to engage everybody, we 
need to understand that not everybody has the same 
plan. You need to think about home visits or maybe 
set up a site in a community center to do screenings. 
Maybe you can provide childcare or transportation. 

When you do these simple things, it builds a degree of 
trust with the community. They feel like the researcher 
must want to engage them because we come to their 
local churches for screenings and call every week to 
make sure they have transportation arrangements and 
are flexible enough to see them after the work day or 
on weekends.

In
no

va
ting Recruitment

What comes with that role as both gatekeeper and 
representative?
It’s proximity to the community. I have to understand what 
issues, challenges and barriers they have to participate 
in the research enterprise. I then take those back to the 
researcher and on that side, try to help the researcher 
mitigate or overcome them so that we can engage the 
community and get them to participate in the trials. 

What are some of the barriers that we need 
to overcome in order to see more diversity in 
clinical research?
In a lot of underrepresented communities, communities 
of color or communities of low socioeconomic status, the 
biggest issue that we have is trust. Across institutions, 
researchers have not had a trustworthy past with 
engaging research participants. At this point in time, it’s 
about building trust back with those communities. 

We need to show them that we aren’t doing those 
kinds of damaging things anymore. We have set up 
boundaries, regulations and IRBs to make sure that 
research participants are protected. 

We build that trust back by raising awareness and 
educating these communities about research. We 
need to show research participants that we don’t just 
want their data or blood samples but we want to give 
back before we take. What am I going to be able to 
provide for this community before I come here and ask 
them to donate 18 pints of blood, five years of data or 
whatever I am studying. That’s the biggest piece.
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Can you tell us about your Community Research 
Advisory Council (C-RAC)?
The goal of C-RAC is to guide researchers with patient 
representation. Before beginning the process of writing 
the protocol, we want researchers to come to the table 
and tell us about their studies. C-RAC is made up of 
more than 30 community members ranging from retired 
people, clinical people, younger parents, to college 
kids. You can get all those perspectives before you 
start your research. Then, after writing their protocols 
based on initial meetings, researchers come back to 
C-RAC, who go over the protocol and provide a letter 
of support saying that we will continually be involved. 
Once researchers launch their protocols, C-RAC will 
help with recruitment. With such diverse stakeholders, 
C-RAC has buy-in with almost every community and 
can get the word out. We then continue to follow the 
studies and meet with researchers and after the study 
we want researchers to come back and discuss how to 
disseminate the results back to the community.

Disseminating study findings is one of the missing pieces. 
We run in, partner, do the research, collect data, write our 
papers and start the process again. Of course we can 
write scientific papers and discuss results with colleagues 
but participants appreciate an understandable, lay 
description of what we’ve learned from their participation 
in the study. Now we’re thinking of more innovative ways 
to disseminate findings like YouTube videos or speaking 
at the community-based organizations where we 
recruited. This also raises awareness and trustworthiness 
that we come, do our research and return with findings.

What advice do you have for other organizations 
about better interacting with communities?
It all starts with opening the dialogue up and inviting 
the community to the table. It’s awkward at first, but 
after a while you’ll see that it adds so much more 
context to your research to have that perspective 
from the very beginning. When we see all this inequity, 
bringing the patient to the table is a no-brainer. 
Research participants need to understand that we 
respect them. They shouldn’t walk away feeling like we 
robbed them and that we studied them for 10 years and 
didn’t give them anything. They should walk away feeling 
like medical heros like the doctors and researchers. We 
need to acknowledge them and respect them to elevate 
their role in our research environment.

What role does clinical research play in improving 
health outcomes for these communities?
It plays a pretty big role. Research identifies a problem 
and attempts to solve it. These communities have 
lots of problems with standards of care given, health 
disparities and social determinants. We need to 
partner with communities to help find solutions. If we 
don’t, the community tells us, “You know I have these 

Could we hear more about your personal research?

I’ve studied inner-city kids with asthma for the last twenty 
years. With pediatric asthma in the inner-city, we have 
kids who come into the emergency room every couple 
of months for steroids but don’t go to their primary care 
physicians to get regularly managed. We watched these 
kids over the course of a couple of years and tried a 
couple of interventions. First, we wanted to see if sending 
a nurse to their homes to educate the parents and 
kids about asthma would change the behavior process 
around getting a daily controller. We also tried putting 
a home air cleaner in the home to decrease particulate 
matter in the home to improve the kids’ asthma care. 

Our last intervention was around getting parents to quit 
smoking. We told parents to smoke outside and that 
makes sense to us as researchers but in focus groups 
with caregivers these moms told us that they’re working 
three jobs and have a lot of kids and live in a high-
crime area. They don’t want to go outside to smoke at 
night  and leave the kids. Hearing their stories about 
going to the emergency room how they were treated 
was important for us to write up the inner-city mom 
perspective. We don’t know how to solve those things 
but maybe we’ll present and move this research forward 
bringing the patient perspective to the table so that the 
primary care physicians and ER staff understand what 
moms are going through. While our interventions have 
not yet been successful, hearing the patient perspectives 
and stories has been impactful. We’re continuing to work 
with the moms and the research team to figure out what 
we can impact.

You are still tackling the problem but it’s in a different way 
and you get the buy-in of the community. Also, this way 
you’re giving them something they way before asking 
them to follow your protocol.

What are some lessons you’ve learned from the 
beginning of C-RAC until now?

When researchers sit at the table with C-RAC, they’re 
told that what might be important to them or to the 
science isn’t necessarily important to the patients. 
Being a researcher myself, sometimes I’ll listen to 
other researchers talk about a 20 year study and I’ll 
think it’s reasonable but when we get to C-RAC we’re 
told that we need to rethink the whole thing. We can’t 
assume that we know everything even though we’ve 
worked in the community for so long. We need to listen 
to the community’s feedback every single time. The 
community members grow in their awareness about 
research. Some of the biggest myths can be undone by 
raising awareness around the clinical  research process. 
Researchers may think that we’re doing well. From what 
I’ve learned sitting at the C-RAC table, we really don’t.

problems and you come in to ask something from me. 
You’re going to come and take your data and live your 
nice life and leave me in this state.” We need to do a 
better job of communicating to the community that 
we, as scientists, understand their plight and are here 
to try to walk with them so we can try to solve it. That 
messaging and commitment builds the community’s 
trust in us. 

And this is not just about one research study or 
message. This is a prolonged effort and the community 
needs to be able to see that we stay around even when 
the protocol is gone and after the study is over. I have 
research participants from 15 years ago who still call 
me and give me life updates. It’s not about a protocol or 
one study. It’s about connecting with people.
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Sharon Hanlon is Director, Clinical Trial 
Engagement & Enrollment at Bristol Myers 
Squibb, responsible for ensuring that clinical 
trial development and recruitment plans reflect 
the patient disease journey, and that clinical trial 
populations reflect the patient population of the 
disease or condition under study.

Can you tell us about the work that you do at BMS?

Our job is to ensure that our activities capture the 
voice of the patients and sites in our clinical trial 
activities. We work in collaboration with groups like 
CISCRP and other patient focused organizations in 
different areas. We also have a network of strategic 
relationships with academic and community networks 
to understand the experience our sites have. We 
gather those insights to ensure our clinical trials are 
patient- and site-friendly. We also use those insights to 
raise awareness about clinical trials for patients. 
 
In addition to engagement, my team is really focused 
on recruitment and how to best communicate about a 
clinical trial to get patients interested in participating. 
At the end of last year I was given support to identify 
and recruit a dedicated Head of Diversity. We want 
to build diversity into our clinical trials to ensure we 
reflect the epidemiology of our diseases. Typically 
when you identify sites, you don’t have an eye to what 
percentage of the population of lung cancer is male 
or female or if there is a greater disposition for the 
disease in a particular race or ethnic group. We are 
looking for ways to ensure that our patient populations 
in clinical trials reflect the disease population.

Increasing Diverse 
Representation in Clinical 
Research from All Angles

What are different barriers to engaging patients in 
diverse communities?
I think a big one is trust. There are a lot of different horror 
stories about how clinical research was executed in the 
past, such as Tuskegee. That’s one barrier. 
 
Another barrier is access. If the ultimate goal is to bring 
clinical research as a care option to the masses, the 
hard part is the way we select sites. Very often we select 
the key institutions. Medically underserved patients are 
not always seen at those institutions because they have 
low-cost insurance or no insurance at all. That’s why a 
lot of your larger academic institutions are realizing the 
importance of moving into the community and building 
connections with different patient populations. 
 
We’ve done some survey data and another big barrier 
is that doctors don’t recommend clinical trials. How do 
we bolster our principal investigator pool to be more 
representative of the population we’re trying to treat? 
What do our numbers of Black, Hispanic or women PIs 
look like? We’re looking for ways to enhance the PI pool 
to better represent that diversity.

Ph
ar

m
a’

s 
Recruitment Eff orts

When recruiting, how do you determine which 
communities to reach out to?
We partner internally with our colleagues in epidemiology 
to get a sense by using data available, such as insurance 
claims, to see what the distribution of that disease looks 
like. We work in close collaboration with our employee 
affinity groups to leverage the community based 
organizations relationships they have. We are starting 
with a US focus but we are also looking to enhance for a 
global perspective. It’s a data-driven approach.

How does health literacy play into this?
From a health literacy perspective, we’ve started pilots 
within our team around something as simple as the 
advertising for a particular study. When a patient picks up 
a brochure about a potential clinical trial, the images often 
don’t look like them and the writing isn’t always targeted 
towards patients. 
 
We were recruiting for a prostate cancer study and the 
clinical trial brochure in the title spoke about castration. 
Right off the bat, that was disturbing for patients to see. 
Also, the image on the cover was a white man in a kayak. 
We reached out to our community of patients to ask for 
them to review the brochure and provide feedback. The 
kayaking example is not necessarily going to speak to 
Black men you’re trying to recruit. Not to mention that 
having ‘castration’ in the title of the study itself can be 
off-putting for patients considering participation. It was 
an opportunity for us to look at the language and imagery 
that we use to speak to various patients from diverse 
backgrounds. While these changes were only a small 
part of a broader diversity strategy in prostate cancer, we 
did see an increase in recruitment of Black men when 
compared with data from prior studies in this indication.
 
The other piece from a health literacy perspective is to 
find the trusted individuals that patients of color really 
want to hear from. BMS has people and business 
resource groups, including those that represent Black, 
Hispanic and LGBTQIA populations. We felt really 
strongly that we should leverage our internal resources 
who represent those different diverse populations 
and also work with them because they have external 
community ties and have the opportunity to show 
communities our values and goals. 

Diverse recruitment not only 
makes sense as a right thing to 
do; it also makes good science.
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What are you and BMS doing to address these 
different challenges?

First and foremost, we decided to start internally. 
Anecdotally, there was an internal survey conducted 
of some of our research team members asking what 
they thought about a number of topics from a clinical 
trials perspective. We learned that there wasn’t broad 
awareness of the impact of – or need for – increased 
diversity in our clinical trials. 
 
One example is in multiple myeloma. If you look at the 
data, Black patients account for about 20% of the 
population with multiple myeloma but when you looked 
at some recent studies, in the worst case, we see Black 
participants account for about 1% of a trial and in best 
case, up to 8% but not the double-digit percentage of 
patients with multiple myeloma. In my mind, this was a 
call to action to raise awareness internally. Additionally, 
we felt that it was important to build a dedicated cross-
functional team with representation from throughout R&D. 
This team is championed by a member of the company’s 
leadership team, which speaks to the company’s 
commitment to this work.
 
We also partnered closely with our people and business 
resource groups to ensure that we get a pulse check 
internally about what we were missing in terms of 
importance to patients of various diversity groups.
 
We started with some basic premises. We have four 
areas of focus for diversity. One, we want to be sure that 
whatever we do is data-driven, hinging on epidemiology 
data but also more broad data perspectives. Two, we 
are also focusing on our materials. Are we outwardly 
representing BMS as a company that cares about and is 
looking to improve diverse representation? Three, we are 
focused on communication. How are we communicating 
internally? We have done roadshows and introductions 
about use cases so that teams are more aware of 
diversity. Last and probably most important, with the sites 
that we work with, we are looking to ensure that a fair 
percentage of our trials are in those areas and locations 
that see larger percentages of the patients we are looking 
to have the most impact on in our trials. 
 
The BMS Foundation has done a lot of work in medically 
underserved populations. They also have been looking 
more outwardly at health equity and ensuring that access 
doesn’t become a bigger barrier than it already is. To 
improve that access, we have been working with the 
Foundation on a fellowship program for researchers. 
Patients want to know that their doctor looks like 
them and has the same concerns as they have. We 
are working to increase diversity for research staff and 
investigators, and raise that awareness about research. 
One example is our participation in a new ACC program 
called Clinical Trials Research: Upping Your Game. The 
program goal is to expose women and underrepresented 
minorities to careers in clinical trial research, to help build 
a more diverse field in cardiology.

How do you intend on using this momentum to 
move the needle forward?
It’s been great having the support of our senior leaders 
to push it forward. It’s that consistent presence and 
consistent communication going forward with positive 
examples. People want to see the data of how we are 
making a difference. It’s about sharing success stories 
and being transparent about missed opportunities.

COVID-19 has put research on the map for the 
general population and provided some positive 
buzz. How has that awareness affected the way 
that you approach different communities?

The virus has been doubly challenging from a diversity 
perspective. Between the health access situation with 
COVID-19 and the recent racial unrest following the death 
of George Floyd, the lack of equity for patients of color in 
healthcare has upped the ante. These events have raised 
the awareness that something must be done. We need to 
make a difference and enhancing diversity in clinical trials 
is definitely the right thing to do.
 
The challenge from a COVID-19 perspective is 
connectivity. We are in the midst of a recovery program 
and looking at what sites need and how we can support 
them. In addition, we are looking at ways to enhance 
and/or build new partnerships to move us in the direction 
of reaching patients who need our help for access to 
resources and medications to make a difference.

What’s your advice for those trying to increase 
diversity and reach out to more diverse communities?

Do it wherever possible. It not only makes sense as a 
right thing to do; it also makes really good science. There 
is plenty of data out there that shows that because of 
differences in genetic makeup, a drug that was never 
tested in Blacks or Hispanics may work completely 
differently. It’s important that we explore all options 
available to us to try to ensure that a patient population 
represents the clinical population. It will be better in the 
long run for our clinical research and the patients.

We felt really strongly that we 
should leverage our internal 
resources who represent those 
different diverse populations.

Is there anything else that you wanted to highlight?
One of the things we’ve been hearing from our 
internal stakeholders is, from a diversity in clinical trials 
perspective, the importance of having different modalities. 
Access can be achieved more quickly using telemedicine 
or various digital methodologies. From my perspective, 
that enhances access, particular to rural communities. 
 
Some of our conversations with patients indicate that 
there is no one size fits all, and so to be successful 
you need a variety of methodologies. We recently met 
with some patient advocates and the interesting thing 
is that as much as telemedicine and some of our other 
capabilities have made it easier for patients to access 
their physicians, many patients still like the in-person 
interaction. Ultimately, it is really finding the right 
balance – there is no one size fits all.
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Stephanie Monroe is the Director of Equity and 
Access for UsAgainstAlzheimer’s, and Executive 
Director of AfricanAmericansAgainstAlzheimer’s, 
the first national network created to respond to 
the impact of Alzheimer’s on African Americans. 

Can you tell us about your work? 

I began my work with UsAgainstAlzheimer’s when 
they were first formed in 2010. Our goal was to be 
a disruptive, not business-as-usual organization, 
to identify need and to fill gaps needed to address 
this looming crisis. I came in with a public policy 
background, having worked on the Hill for 25 years, 
and started looking into Alzheimer’s data. I began to 
see very quickly that there was a clear racial disparity 
in Alzheimer’s disease. 

We quickly began to understand that African 
Americans are 2-3 times more likely to develop 
Alzheimer’s than their white counterparts and that 
would have a significant impact on systems and 
families. In 2013, we worked with researchers from 
Johns Hopkins’ Bloomberg School of Public Policy to 
develop a cost report on these impacts. 

We were surprised to find that even though blacks are 
only 13.4% of the population, nationally they’re bearing 
about 33% of the cost of Alzheimer’s disease. Much 
of that cost is non-reimbursable caregiving and, of 
course, Medicare. It was concerning that, despite all 
the progress we’ve made since the 1960s civil rights 
movement, a family’s journey into Alzheimer’s had the 
potential to wipe out all of that progress. 

We began to look at this as a racial and health justice 
issue. Why was this disease having such a devastating 
impact on the black community? Why was there such 
a lack of knowledge and awareness of Alzheimer’s in 
the community? Why were doctors not talking to their 
patients about their memory at an earlier stage, when 
some of the medicines have greater effectiveness? Why 
in 17 years were we still waiting for a disease-modifying 
treatment that could cure or slow its progression? 

Executive Director of 
AfricanAmericans
AgainstAlzheimer’s on 
Building Trust in Community 
for Recruitment

How have you encouraged conversations around 
clinical research?

One of the things I really enjoy doing is going out into 
communities. We partnered with Alzheimer’s research 
centers in 27 cities over the last seven years, reaching 
over 30,000 individuals: faith leaders, sororities, 
doctors, nurses, and individuals at conferences and 
academic centers, just to start having the conversation 
around Alzheimer’s. We used a play called “Forget Me 
Not,” which allowed audiences to look into the life of 
one family’s journey into Alzheimer’s. It was accessible 
to people in a way that a lecture would not – it was 
“edutainment.” 

Folks were able to sit back, hear music, see symptoms 
of Alzheimer’s, experience the family dynamics in play 
when facing the challenge, the denial, and acceptance 
of Alzheimer’s disease. And then, at the end, after 
hearing from a local panel of experts and a current or 
former African American research participant, audience 
members were asked whether they would like to 
participate in clinical research. 

What we found was that, despite the reluctance of 
the scientific community to fully engage black people 
for a number of reasons, when we asked audience 
members, about 80% would say, “Yeah, we’d love 
to find out what trials are out there that we qualify 
for. We want to end this for ourselves, and for our 
communities.” When they were also asked whether 
they’d been asked to participate in research before, 
almost the same number, about 80%, said, “Never.” 

C
om

m
un

ity Relationships What would it take to make a difference to the millions 
of individuals impacted by this dreadful disease?

We started at the beginning with raising awareness of 
the disease, giving people permission to talk about it, 
and come out of the shadows. We quickly learned that 
once awareness of the disease and its impacts were 
raised, people were not only willing, but interested, in 
learning what they could do. Despite having been told 
that African Americans were resistant to participating 
in clinical research, we found quite the opposite. They 
were not only willing, they were enthusiastic about 
the opportunity. Yet why were participation rates of 
minorities so abysmally low – hovering around 3-5%? 
That became another onion, examining and uncovering 
all the reasons that people don’t participate, and 
how to address that. How do we create a science 
of recruitment? How do we work with centers to 
understand how important it is for them to not just 
be physically located in the community but also to be 
embedded in the community to actually be a partner 
with people in the community.

It’s about being present, and 
not just being present when 
you want something. The ideal 
is an outreach coordinator who 
people see on the street, and 
isn’t just coming down when 
they need something. 
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What would your recommendations be for 
pharmaceutical companies looking to diversify their 
recruitment to better reflect patient populations? 

Most people understand that “If you want to know 
what a person values, look in their wallet.” We need to 
be intentional about including minorities and building 
clinical trials through inclusion/exclusion criteria, so that 
you have the maximum opportunities to get people in, 
who are likely to be the consumers. It cannot be an 
afterthought. Funding for minority outreach must be 
planned, ongoing, and well-funded. It’s not an easy job.

Too often, once a trial is launched in cities across the 
U.S., everyone scurries to build up infrastructure and 
go out to do recruitment. Then, once the trial is over, 
everything gets shut down again – only for the next trial 
to come to town, and they do the same thing again, 
instead of having a permanent infrastructure with a 
permanent outreach person, whose job it is to be in the 
community, or navigators that can help connect people 
and solve problems. If I’m older, or African American, 
or Latino, or have language and mobility issues, I need 
someone who can talk to me or talk me through it. I 
need someone who can call and ask me if I’m having 
any transportation issues. I need someone to call if 
there’s a side effect. I need a navigator. 

Build pieces to the puzzle as permanent places in 
the community, that can then rise as trials become 
available. That’s really important, but it takes funding 
and relationship-building – both of which take 
intentionality, time and focus.

That became another onion, 
examining and uncovering 
all the reasons that people 
don’t participate, and how to 
address that.

How do you start to form community trust and 
continue to build it? 
You need to first find things in common with other 
people. Ask them what they need, what they like. Meet 
them where they are. Bring together a community 
advisory board, so that you’re not parachuting in your 
solution or the strategy you think will work, but really 
asking them how they like receiving information. 

The most trusted person in most Black communities 
is going to be a pastor. So can you have a relationship 
with the church, and do things with them that are more 
than just “Can I come in and lecture?” 

How did you encourage people to take the next 
step into clinical research?

When we did our play, between Act I and Act II, we 
brought up a local panel of experts. We would bring 
up the neurologist at the local hospital or academic 
center, someone that they’ve seen, or a black 
neurologist, because we try to make it very African-
American-focused. 

We know that people receive messages better from 
people who look like them. We would bring in a lot of 
academic partners, who would talk about the trials 
they had. I moderated the panel. We talked about 
Tuskegee. I didn’t want those questions to come; we 
just wanted to go there. 

The most important person we put on the panel is 
someone who already had participated in clinical 
research. They talked about their experiences, they were 
very honest. We asked them, “Why was it so important 
for you to participate? What was your experience?” 

Then we opened it up for questions, and then we set 
up tables outside so that they could actually go up to 
a clinician or a local Alzheimer’s association or AARP 
or someone from the research hospital. We felt that 
personal, one-on-one contact, with someone they 
might be able to develop a relationship with trust, 
you’ve got to be able to do it in person. 

So many people were interested that they flooded the 
system a lot of times. A lot of these centers didn’t have 
the capacity to keep up with all the people coming 
through or couldn’t do it so quickly. You really need to 
follow up within 48 hours, to get people while they’re 
still really interested. 

The play was very effective in terms of raising 
awareness because we found, in the black community, 
you don’t talk about Alzheimer’s. It’s “Sometimes, I 
remember. Sometimes I don’t.” When we started, it 
was not really known as a disease. It was “mental 
health” or “that person’s a little touched” or “They’re 
having a senior moment.” We call it different things 
so we don’t think of it as medical. And then there’s 
shame. We needed to give people permission to 
actually talk about this; to see the symptoms and say, 
“This is a disease.” This is a disease for which we’re 
developing treatments, and we need you to help us 
understand what the causes are and what the effective 
solutions are.

It’s creating programs. It’s about being present, and not 
just being present when you want something. Maybe 
it’s offering free exams or screenings. For example, if 
you’re going to talk about eating healthily, why not do 
a cooking demonstration? Make it something that’s 
tangible to people. The ideal is where you have an 
outreach coordinator who people see on the street, and 
isn’t just coming down when they need something. 

And diversity. When I come into your hospital setting 
or Alzheimer’s clinic, I want to see Black doctors, 
neurologists, investigators – people who look like me. If 
I’m Latino, I want to see someone who speaks Spanish. 
I don’t want to see people of color just pushing brooms. 
That tells me how much of an investment you’re 
making, how serious you are about including people 
from the community who are brilliant and have the same 
PhDs and MDs as everyone else. What kind of an effort 
are you making to include them in your workforce, so I 
can feel more comfortable?
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Luther T Clark, MD, is the Deputy Chief Patient 
Officer & Global Director, Scientific, Medical and 
Patient Perspective, in the Office of the Chief 
Patient Officer at Merck.

Tell us about the work you are leading at Merck. 

I am the Deputy Chief Patient Officer and Global 
Director, Scientific Medical and Patient Perspective in 
the Office of the Chief Patient Officer (OCPO) at Merck.  

I’m in our patient innovation and engagement group 
and in this role, I am responsible for collaborating with 
key internal and external stakeholderss to  increase 
the voice of patients, directly and indirectly in decision-
making. I also co-lead the team that champions Health 
Care Equities, including promotion of health literacy 
and research diversity. 

The approaches we take to collect input and insights 
from patients about barriers and other issues that 
matter to them and their communities include patient 
advisory panels, expert input consultations, and other 
types of patient forums.

You led the Brooklyn Health Disparities Center and 
have focused on health equity throughout your 
career. How did that become part of your work? 
This is something I’ve been interested in for a long time. 
My background was as a cardiologist. I was at the 
University of New York Downstate Medical Center, where 
I was Chief of Cardiology. One of my research interest 
areas was not only in the epidemiology of cardiovascular 
disease, but also addressing healthcare disparity. 

Recognizing the Power of the 
Present for Increasing Diversity 
in Clinical Research

What communities and patients 
are really interested in is 
improving their own healthcare 
and health outcomes. You have 
to make that link.

When you’re trying to recruit more diversely, some 
of those barriers must be more acute in some 
populations than others. How do you recommend 
starting to understand both general and population-
specific barriers?

There are a number of approaches, but most recently 
we have been focusing on community partnerships and 
collaborations. It’s our belief, and not only our belief but 
I think it’s pretty clear now, that these collaborations 
play critical roles in any efforts to develop what would 
be not only effective but also sustainable solutions to 
overcoming participant barriers. 

I think what’s going on in the external world now, the 
confluence of these major crises – COVID-19, which has 
highlighted the issue of healthcare disparities, and the 
issues related social justice and race and the importance 
of health equity – have highlighted and amplified the 
importance of engaging those communities that are not 
only impacted by but benefit from the clinical research. 

What are some of the barriers or hurdles to 
participating in clinical research that you’ve heard 
from the patient perspective? 
We recently conducted a collaborative study involving 
members of the Association of Black Cardiologists, 
clinical trial experts, and other key stakeholders to 
investigate barriers to minority participation in US clinical 
trials with the goal of identifying potential solutions 
with respect to implementation and communication 
that resonated with them. Based on input from these 
stakeholders, particularly input from minority patients 
(Current Problems in Cardiology; 2019;44:148-172) 
we confirmed those barriers that have been previously 
documented in the literature. The key critical barriers 
include mistrust, fear of participating in clinical research 
and being treated as a guinea pig, lack of comfort 
with the clinical trial process, lack of information about 
clinical trials, specifically in terms of the importance, the 
fact that they exist, the opportunities to participate. 

Very importantly, I think we sometimes give short shrift 
to the logistical constraints that are associated with 
participation, such as the time and resources. 

A key one that we’ve been thinking about more lately is 
the unrecognized out-of-pocket costs for participants. 
Participants should have no out-of-pocket costs if 
they’re participating in a clinical trial. But sometimes 
those get overlooked. 

Our approach has been to think about this in terms 
of the multiple barriers, but also the multiple key 
stakeholders that are participating in the clinical 
research process and recognizing that each of those 
have opportunities, but also responsibilities, in helping 
to address this issue. 

Our approach is that it’s really important to address 
all of these barriers, and that one of the reasons that 
there have been failures in the past is that often there is 
focus on either a single barrier or a single stakeholder; 
that really does not help you very much in terms of the 
overall problem. 
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How has increasing patient savvy and COVID-19 
changed the ways you engage with patients? 

COVID-19 has certainly raised and increased the 
importance of clinical research, because with 
COVID-19, the importance of developing vaccines, 
developing antiviral therapy, and the difficulties and 
time required to do that, has been heightened. 

The importance of community involvement, and that 
communities would like to be involved, has been 
heightened. But also taking into consideration what’s 
important to communities so that when a therapy 
is ultimately developed, there’s confidence and 
willingness to use that therapy. 

The third arm of that is that it’s also brought to the 
forefront again some of the legacies of mistreatment 
and racism in clinical research, which cannot be 
dismissed. It’s an opportunity to remind potential 
participants the current safeguards that are in place to 
prevent those kinds of things from happening, and also 
remind them of the importance of their being active 
participants and partners. 

They can not only help improve the research itself, but 
can also help the researchers improve their experience 
as research participants in the studies themselves. 

It’s amplified all of these issues, and at the front of 
those is the increased volume of discussion about why 
research is important, where new treatments come 
from, how they’re created and developed, how it should 
be done, and what’s important to all stakeholders. 

You are part of the MRCT’s leadership for the 
Representation of Diverse Populations project. One 
of the objectives was to analyze data and identify 
trials that successfully recruited diversely. What are 
some of the characteristics of the successful trials?
One key takeaway is that it has to be made a priority. 
Even though there is recognition that it’s important and 
valuable to do, the programs that have been successful 
are ones that made diversity, and specifically including 
underrepresented groups, a priority, have taken 
deliberate measures to achieve diversity, have been 
able to articulate the importance of it, both in terms of 
the scientific value but also, in our current environment, 
recognition that there is a social justice value to clinical 
trial diversity. 

For some individuals, it really provides access to new and 
modern therapies, often in conditions therapy is not as 
successful as we would like. Increasingly, it’s recognized 
that greater involvement and partnerships with the 
community and with trusted voices in the community 
are really some of the most effective ways to overcome 
barriers, particularly mistrust and issues of awareness 
and education as it relates to trials.

It was pretty clear, even in the academic setting, there 
were a number of barriers and some things that could 
be done. Being an academic cardiology program, the 
opportunity to develop a research center was something 
I was certainly interested in. 

The thought was that an academic medical center in 
collaboration with a community-based organization, 
and research that advanced the field, would be very 
important to do. 

At SUNY Downstate, which is the center of Brooklyn, 
we worked together with partners to put together what 
we called the Brooklyn Health Disparities Center, that 
had those areas of focus. One was involvement of 
community: community-based participation, both in 
health promotion and research. 

We recognized the shortage of investigators and 
researchers, so one aspect of the program was the 
training of researchers. 

Our focus was on individuals who were accomplished 
but weren’t researchers, but were interested in 
research. The training of research leaders to do 
research, to help address and solve the issue, 
specifically focusing on research related to particular 
problems in the community.

What were lessons you took from your time at 
SUNY Downstate and brought with you to Merck? 
One was the importance of diversity among the 
individuals doing the research, so that you bring those 
perspectives, values and issues to the forefront of the 
table. Also, one of the things that helps in growing new 
researchers that are from diverse backgrounds is to 
have diversity among the researchers themselves. But 
I think beyond that, the importance of really engaging 
the communities that are impacted and their views, 
what’s important to them, their perspectives, taken into 
consideration. Also, there’s the fact that communities 
would really like to be a part of research. In the end, 
one has to connect the dots, so that the research that 
is done advances the science. It’s those advances 
in science that allow us to develop solutions that will 
improve healthcare and health outcomes. 

Often, those dots aren’t connected because an 
individual or a group will be focused on an aspect of 
that. Circling back to COVID-19, when you think about 
it, what communities and patients are really interested in 
is improving their own healthcare and health outcomes. 
You have to make that link. The communities have 
made that link as to why it’s important to be a part of 
the research. Research and scientific advances are not 
the same as advances in care and may not necessarily 
be linked, but they’re necessary. 

What’s going on in the external 
world now has highlighted 
the importance of engaging 
communities that are not only 
impacted by but benefit from the 
clinical research. 
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Candida Barlow, MSN, CTN, RN, is Clinical 
Research Consultant in Clinical Research 
Informatics for Bio-Optronics, a healthcare 
software and service provider. In this Q&A, 
Ms Barlow discusses the challenges and 
opportunities of going to a virtual/hybrid 
model for research and how that could benefit 
increasing participant diversity in trials.

What are the current challenges for sites in clinical 
research that might be alleviated by adopting a 
hybrid or virtual model?
Right now, going to a hybrid model on the site side 
increases their opportunity to have qualified and 
trained individuals. Because now we’re not just bound 
by physical location, we can grow. We have remote 
individuals that we can pull in for different tasks. It 
opens up the pool. 

It also helps with the regulatory burden. Right now, 
with the way that we operate, we might be doing 
triplicate copies of regulatory binders. Or, if I’m a 
multi-center site, I may be replicating that same study 
30 times. But if I have some electronic tools, then 
whenever I’m putting data into that electronic platform, 
I can disseminate that down with the push of a button, 
and I’m not physically taxing financial resources or 
FTE resources. I’m freeing up some of that regulatory 
burden, and site can be more efficient. 

A hybrid or virtual model also opens up a window of 
transparency, because this gives us the opportunity 
to really shine. For each of those unfortunate things 
we might hear about research in the news, there 
are hundreds of sites that are doing excellent work. 
They’re striving for quality and safety for the patient 
on a research study. The hybrid environment gives 
a window into transparency. You can see what’s 
happening at the site at any time. It opens it up for 
auditors and quality inspections. It gives them the 
ability to shine, because now they have data that they 
can report out as metrics. They can show how hard 
they work. This isn’t an easy industry by any means. 

A hybrid or virtual model also allows us to ensure 
validity of the protocol if we have electronic pieces 
that are built out and help us as a tool to guide us in 
the conduct of the research protocol, which is often 
very complex and has increased in complexity over 
the years. Having this hybrid world and an electronic 
system gives the site a roadmap, a tool, to help ensure 
consistency across the board for every site that is 
under that network and doing that study. 

How does moving towards a virtual/hybrid model 
facilitate better planning for diverse recruitment?

It gives me access. I’ll use myself as an example. I live 
in Oklahoma; we are one of the more rural states, and 
it’s difficult to recruit patients. Oklahoma is also a very 
diverse state incorporating Indian reservations and rural 
communities. We have clients who might have to drive 
2-3 hours one way to get to my research site. In the 
beginning, if we say, “We’re going to have 20 visits, and 
6-8 of them really need to be in-person.” 

The In’s and Out’s of Migrating 
to a Hybrid/Virtual Clinical 
Research Model

What are your thoughts on the impact of the hybrid/
virtual model? 
For patients, this new world of hybridization and 
electronics has propelled us 30, 40 years forward in 
research. Before, we were very antiquated. In the last 3 
or 4 years, I’ve had carbon copies of case report forms 
that I’ve had to complete. Who does that anymore? 
Researchers do. Being propelled into this new age 
with COVID-19 has been a huge asset for the research 
community, because not only are we getting these 
amazing tools and everybody’s starting to accept 
them, but also we’re gaining awareness in the general 
population that research is key. Research is what’s 
going to change how we provide care; it’s going to 
impact our futures. 

This pandemic has increased patients’ awareness, 
because now they have the knowledge and tools to 
reach out and have resources. Whereas before, they 
might not have known about it or known where to go. 

The piece that we struggle with in research is patient 
retention. Maybe we get the patient on study, but 
because there may be an arduous journey to the site, 
you may not have that long-term capture of the patient. 
The electronic research systems can actually help us 
decrease “lost to followup,” because we’ll have a way 
to really connect with patients. I can video-conference 
them; I have texting communication. It’s not necessarily 
less patient touch, but I have increased patient care 
using various modalities of software. 
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With your vantage point, what is key advice you’d 
give as people migrate to a virtual/hybrid model? 
I would tell everyone to be kind to themselves. This 
journey is going to be stressful. We’ve gotten so used 
to our phones where, “Here’s an app and I use it,” 
and when we don’t have an app for something, we 
don’t know what to do. That’s the same concept. We 
can translate so many different workflows into more 
efficient processes and save sites money. 

Most sites are not earning huge revenues; they’re 
doing research for the greater good of humankind. Any 
tool that we can put into a site’s hands to make them 
more efficient, we should. 

Sometimes in research, you have one person doing 
the work of five FTEs. These tools will actually help 
empower that individual to automate some processes 
and decrease some of the workflows. That doesn’t 
decrease it to the point of me not having anything to 
do, but actually it gets it down to a normal workflow. 

It’s hard to conceptualize doing something different 
when you’ve done it the same way for 30 years. You 
have to ask a lot of questions; you must be able to 
communicate effectively what things translate to, how 
something impacts your day-to-day, etc. 

That’s what I get to do: bridge the gap and bring that 
terminology piece and practice experience to the table 
when we start talking electronics. A lot of us aren’t 
tech-savvy, but we know research inside-and-out. It’s 
a new process, and we’ve lost the security of “This 
is the way we’ve always done it.” Refrain from the 
panic when you hit a road bump; it will work out. It’s a 
marathon, not a sprint.  

And now we’re having to not only change some of our 
behavior and practice, but also having to learn new 
electronic systems. For a site moving forward into the 
new electronic age, it’s important that they ask the right 
questions, have the right team, to help transition properly. 

Take for example a regulatory binder. If I’m used to 
making 20 copies of one person’s CV, and I don’t have 
to do that anymore, that makes me wonder if I still 
have a role. There will be a lot of things that come up 
as sites transition, but if we embrace it, knowing that it 
will improve our data quality and safety, we’ll see some 
huge gains. 

And then we might be able to tap into greater diversity. We 
all know that we’re missing a large chunk of the patient 
population. Research has shown that different populations 
respond differently to different drugs. But if I can’t cast a 
wide net, how do I continue to change practices? 

For patients, this new world of 
hybridization and electronics 
has propelled us 30, 40 years 
forward in research. 

But the rest of these, maybe we can do telehealth. 
Whatever the piece is we need to plug in – that way, the 
burden isn’t placed on the patient. Because oftentimes 
the burden is placed on the patient to participate in 
research. There’s the cost of travel, hotels and food. 

Maybe it is just for a day, but what if I have to travel 2-3 
hours to get to the site? And oftentimes, a research 
visit can be 3-6 hours for one visit. If you’re doing a lab 
with biomarkers to test for safety and ensure the drug’s 
efficacy, those visits are long. Those patients might have 
been fasting, and started fasting when they left their 
house three hours ago. That’s a big impact to a patient. 

Being able to take some of that burden away, and plan 
from the beginning: “We can do these pieces virtually,” 
or “I could do a hybrid of it,” or “If there’s a local lab 
they could go to, I could send lab kits to that lab and 
coordinate with the lab.” That alleviates some of that 
burden, and that’s where virtual/hybrid comes into play. 
You start thinking clinically, and not just all about the 
data. Research is data, but it’s also about the patients 
and their care. 

Bio-Optronics makes it easier for trial sites 
to interact with participants and other study 
stakeholders virtually, for tasks such as remote 
monitoring or physical assessments. Do you see 
these being lasting changes, beyond the pandemic?

I hope it stays permanent, because for a lot of the 
things that we’ve discussed, there is validation and 
rationale as to why we should continue moving in this 
direction. And if it’s already in an electronic format, 
it’s transmitting that much faster to the sponsor, 
manufacturer and FDA. We’re not having to go through 
so many data cleanings. 

You also have to consider that now the monitor 
doesn’t have to come on-site, per se. Or maybe they 
come on-site once a quarter for validation checks, but 
they can remote-in and get real, current, active data. 
And if that’s possible, then I can also see if there are 
safety reports that are triggering different events. It’s 
possible to pull the drug or device faster because I 
can see that there’s harm. Maybe I can fast-track it 
because I’m seeing definite, positive benefits. 

There are so many reasons to keep moving forward. 
It was an unknown. And as a site, you don’t want to 
create deviations, not on a regulatory continuum or 
on a patient continuum. That’s a priority to me. The 
reason that we’re testing these drugs and devices is 
because we don’t know what they’re going to do. The 
most important thing is safety of the patient. 

So to some degree, I think we had comfort in doing 
what we’ve always done, because we controlled it and 
knew what was happening. 

For more information, visit bio-optronics.com
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Andrea Silber, MD, is an oncologist and the 
Assistant Clinical Director for Health Equity and 
Diversity at the Yale Cancer Center, and has 
received national recognition for her expertise 
in treating breast cancer in Black women. She 
leads a program called OWN-IT (Oncologists 
Welcome New Haven Into Trials), to raise 
awareness of clinical trials at Smilow Cancer 
Hospital as a potential treatment option for 
people of color from New Haven. 

Can you tell us about the work you’re leading as a 
breast oncologist? 
Early on in my medical career, I noticed that people 
with cancer who were from underrepresented minorities 
had other challenges that made it difficult for them to 
access care and had worse outcomes. This was at a 
point before the term “healthcare disparities” was even 
coined; it was just very obvious that there were some 
people doing better than others. 

When I decided to go into oncology, I was always 
interested in breast cancer. Breast cancer allows 
me to take care of families and communities. My 
phrase is usually, “It’s the woman; it’s the family; it’s 
the community; it’s the country; ultimately it’s the 
world.” The woman is part of all of those concentric 
environments. By taking care of breast cancer, you’re 
doing things for a much larger group of people than just 
one individual. 

I noticed with breast cancer that despite the fact that it 
was more common in white women, Black women did 
worse, stage for stage, independent of socioeconomic 
group, insurance status. Even if someone was insured 
and was Black, they did worse. I was never someone 
who felt that this was genetic. Race is a social 
construct, and not something that you can look for in 
DNA, really. 

Therefore, it had to be something that had to do with 
healthcare or how people lived, as to why they didn’t do 
as well. That really led me into looking at interventions 
that could perhaps level the playing field, recognizing 
that when I see women with breast cancer, the average 

person is 40 and above, there’s been a whole life of 
health history, which isn’t something I can do anything 
about, and probably generations of health history that I 
can’t do anything about. 

But clinical trials are interesting because everyone in 
a clinical trial does better. They do better, regardless 
of drug or which arm. It probably has to do with more 
care, more attention, better attention, maybe better 
healthcare providers. When I started to try to enroll 
some of my patients on clinical trials, I saw the way that 
clinical trials were not welcoming to the women I took 
care of, in a lot of different ways. 

It wasn’t overt, but it was more that you needed to have 
a huge financial support system behind to be able to 
participate; or you needed to have the kind of job where 
you could take phone calls during the day, which meant 
a certain type of job; or you could not have any chronic 
conditions, or specific chronic conditions that were very 
common in Black women. I said, “This is not right, and 
it’s not going to bring us to the place we need to be.” 

For the past decade, probably until COVID, I heard 
the same thing: “We can’t get Black people on clinical 
trials because they don’t trust the institution; they won’t 
participate.” I challenged that, saying that it’s like you 
went to marriage counseling and said that the problem 
was only your spouse. Someone would challenge that; 
it can’t only be one group that has a problem. 

OWN-IT was really looking at barriers in the community, 
but also barriers in the institution and barriers in our 
country that made it difficult for certain groups to 
participate in clinical trials. 

Making Diversity a Priority 
in Breast Cancer Research 
Through Community Engagement

We were looking at barriers in 
the community, institution and 
country that made it difficult for 
certain groups to participate in 
clinical trials. 

How are you interacting with the community? 

I’ve been in New Haven practicing medicine for many 
years, so I’ve seen a lot of different generations and 
participate in certain activities in the New Haven area. 
For example, there’s a program called Project Access 
that provides navigated healthcare to the uninsured and 
underinsured. 

I’m on the medical board of that organization and 
participate in the triage program there. I’ve been aligned 
over the years with a support group called Sisters’ 
Journey that addresses Black women with breast 
cancer and what they go through. I am always available 
to talk, to meet with the group, to give a lecture. I’ve 
done similar things with Alpha Kappa Alpha, which is a 
Black sorority in the Hartford area. 

Navigators and outreach workers get the word out to 
community members. Yale participates in a NCI-funded 
program that supports an outreach educator and tries 
to give information about clinical trials to various groups. 
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You were involved with a paper that focused on the 
intersection of institutional and community barriers 
that prevent minority participation in breast cancer 
trials. Can you tell us more about those findings? 

What this particular study showed was that regardless 
of race or ethnicity, there was no difference in rate of 
interest in clinical trials or in interest in participating in 
clinical trials. But for ethnic and racial minorities, they 
were less likely to be asked. As far as an institution, 
it’s a little built in, because to consent someone who 
may speak English as a second language, maybe really 
needs their family involved because they want their 
family there before deciding to consent, and maybe are 
not health-literate, it takes a long time. 

At institutions, you’re valued for how many patients you 
see, your volume, your ability to publish and do “cutting-
edge” research. I think in the past, it wasn’t a career 
path that was really valued. I’m not talking about Yale, 
I’m talking about all academics. 

Let’s take Connecticut. If you can see three people 
from Greenwich and enroll them on trials in the same 
amount of time that it takes to enroll someone who is 
Spanish-speaking, who comes to your office or doesn’t 
know what a medical oncologist does, where do you 
look like the more productive physician? Part of it was 
just bringing those things to awareness; I’ve been 
fortunate enough at Smilow to really have buy-in from 
senior leadership. This became important to them, so 
they were willing to work around this, to look at this 
as a valuable endeavor, and sometimes that meant 
suspending other things that may be valuable in order to 
have it happen.

How do you see the pandemic changing your 
approach to discussing clinical research with 
patients? 

It’s really interesting that we’re talking about this 
because I spend a lot of time thinking about it. I 
don’t know if you’ve seen recent articles, such as 
the Washington Post or New York Times, about how 
Black people are going to be less likely to want to 
have a vaccine, or would not trust a vaccine. This is 
a very particular challenge; I’m getting it from both 
sides because our institution wants to continue to see 
a robust minority participation in clinical trials, but it 
involves a sensitivity at a time where disproportionately 
minorities have suffered with COVID. 

But it’s also a huge opportunity because if you can’t 
get people interested in a clinical trial, or if a clinical 
trial doesn’t speak to certain groups of patients who 
have cancer who are all fighting for their lives, how are 
you going to get people interested in and believing in 
vaccines? I actually was speaking to a patient of mine 
yesterday who in a previous life was a community 
activist. She consented for chemotherapy and is 
interested in going for a trial. But she said, “Why 
should we trust our government? I don’t trust the 
government; I don’t trust the FDA.” 

And I looked at her and said, “But you trust me.” 
It really boils down to that connection with your 
healthcare provider or with community leaders. You 
don’t need to trust Donald Trump to trust the sincerity 
and honesty of trying to improve healthcare outcomes. 

What would be your advice for other physicians 
and clinical researchers who want to recruit more 
diversely? 

I would say, “Spend some time.” If you’re looking at an 
individual, it’s important to spend some time learning 
about the individual. What is it they’re looking for? 
What are they coming to you for? What are their other 
health problems and concerns? And then to explain 
what many of us in oncology know: we don’t have all 
the answers with conventional therapy. 

The other thing that I think has been very overlooked 
in minority communities: there is a tremendous amount 
of altruism. I really find this with women, who say to 
me, “Maybe this won’t help me, but I would like to help 
someone like me.” That’s an incredible resource, and 
not one physicians generally tap into. 

But that comes from listening. What means something 
to the individual? Those are really important ways to 
learn about a patient. It’s not just all about spending 
time making “small talk.” It’s really about finding out 
what’s happening in someone’s life. This used to be 
what doctors did. They knew the family; they knew the 
community. They wanted to know everything. Now, 
we spend a lot of time doing medical records and 
documenting things and not really finding out what 
means something to someone. 

Spend some time. If you’re 
looking at an individual, it’s 
important to spend some time 
learning about the individual.

What role do you see clinical research playing in 
addressing or minimizing health disparities? 

I look at it as more about achieving health equity and 
making sure that particularly cancer treatments have 
been evaluated in a diverse group of patients that 
reflect our country. I can think of a drug with breast 
cancer where there is a fair amount of diabetes as a 
complication. Well, if you haven’t looked at it in a large 
group of people who may have preexisting insulin 
resistance, you don’t know what’s going to happen. 

If there is a drug for which you don’t enroll anyone who 
has a blood pressure over 130/80, and you know that 
1 in 5 of certain racial and ethnic minorities may have 
high blood pressure, then what have you done? You’ve 
created a health system that serves the healthy and 
wealthy. Are you really looking at cancer treatment or 
are you looking at wealth and access? My thought was 
that clinical trials can bring some of these things out 
into the open.
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Gerard Criner, MD, is the director of the Temple 
Lung Center and chair of the Department of 
Thoracic Medicine and Surgery at Temple 
University Hospital, where he leads the clinical 
research response for COVID-19 treatments.

Temple University Hospital was in a unique position 
early in the pandemic: serving a diverse community, 
a lung center, and in one of the early COVID-19 
epicenters. How did you begin to formulate your 
course of action plan when so little was known?
In the end of February, I’m in GOLD, the international 
nonprofit that sets up guidelines for COPD. One of the 
advantages is you know people around the world who 
sit on that. I had good friends who I’ve done clinical 
research with and known, who were in Guangzhou and 
Wuhan, working there. They first-hand experienced 
what was going on, and how they approached and 
treated it. 

Talking to them, we adopted most or all of what they 
were doing for clinical care because of the unknowns. 
Such as how to set up the process to evaluate, set up 
a separate hospital emergency room, use CAT scans 
early in the disease because it took an unacceptable 
period of time for the tests to come back then – and 
still does now – make patient decisions, what types of 
respiratory support they used, and the importance of 
clinical research. 

Clinical research is one of the things we adopted. It 
just so happened at that time that everything except 
essential care to take care of patients with COVID was 
being shut down sequentially, for clinical care as well as 
at the university for research. But this was a good way 
to marshal all that we had for clinical research, which 
was about 20+ FTEs and redirect them towards COVID 
research. That’s what we did. 

That was one of the four major pillars of our treatment 
plan for people with COVID: to embed clinical research 
into the treatment paradigm. So we did, probably until 
we started to refer them due to decreasing patient 
volume and need. We had about two dozen clinical trials 
for patients with COVID-related disease, coordinators 

had twice-daily remote rounds on every patient – at 
our peak, we had 200+ patients in the hospital. We 
would evaluate every patient for their clinical care and 
what needed to be done, but also for their eligibility for 
clinical trials. 

We participated in pretty much all of the pivotal trials, 
such as with remdesivir, monoclonal antibodies. That was 
an important part of the treatment outcome for these 
patients. Some of them have become the standard-
of-care, like remdesivir. The real testament is that there 
is a lot of talk about how hard it is to engage patients 
in clinical research, but 54% of the eligible patients for 
clinical trials for COVID chose to enroll into them. 

How did you approach health literacy, making sure 
everyone was aware of the options and what they meant? 
Our staff reflects the demographics of the patient 
populations that we serve. We’re not considered with 
suspicion or ulterior motives. We’re just trying to do the 
best we can for patients with a bad disease. A lot of that 
makes it much more accepting for patients, who may not 
know you or your institution, because they never came 
there before until they got very sick. We do clinical trials 
a lot; this wasn’t the first time that we’ve done that. That 
usually is something that’s worked for us for 30+ years. 

Clinical Research On the 
Frontlines of COVID-19 at 
Temple University Hospital

If you embed research into 
your care program, it has to 
address the needs of the patient 
community you treat; you can’t 
help but make everything better.

Temple was the first site for the BREATHE trial. Can 
you tell us a little about that? 
It was one of the monoclonal antibody studies. It was 
fortunate that although it was targeting the same 
population, that the entry criteria for the level of 
respiratory support or oxygenation impairment were 
all slightly different, so that we’d have several different 
options for patients and could go across the extremes 
of how patients presented overall. It was good to 
be able to offer patients something other than just 
supportive care only. 

We’ve been first in that study and first in the Corvus 
study, and highest enrollers in several others. We really 
talked to patients and told them why we were doing 
this and that they were helping us learn what works and 
what doesn’t. We don’t know if this works, so they were 
not guaranteed to get a drug, but this was the only way 
we would find out if this worked for patients. A good 
example of this was remdesivir, the antiviral. We brought 
that up to patients, and got them engaged. 
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Pre-COVID, how did you engage with the 
community to build trust and recruitment? 
We have large clinics where we see patients; we’re able 
to get patients through those clinics. We frequently do 
didactic teachings to physicians, so that they can talk 

17



to their patients about it. We have large patient support 
groups for a variety of end-stage lung diseases – COPD, 
cancer and pulmonary fibrosis – where we connect 
with patients directly to tell them about research and 
information. We also do a lot of different, larger meetings 
with ATS, CHEST, GOLD and COPD foundation, IPF 
Foundation, Pulmonary Fibrosis Foundation. 

How did that integration come about? 

It hasn’t been a short road. Thirty years ago, that was 
one of the tripartite legs that we built. When I first 
came here, we had four people; now we have close 
to 150 people that are geared towards pulmonary 
and critical care – physicians, attendings, thoracic 
surgeons, researchers and nurse practitioners. We’ve 
been able to facilitate sustained growth; you can 
broaden your treatment programs and you’re better 
because you have research programs that have 
built different clinical care programs. For example, 
lung reduction was something that we started 
with in research, and started a clinical program for 
surgical treatments for patients. Then we worked on 
developing noninvasive ways to do lung reduction 
with bronchoscopic techniques. Now that’s started 
its own clinical program after it was FDA-approved. 
That leapfrogged into other things – cancer diagnosis, 
now leading to cancer treatment bronchoscopically to 
complement what we’re doing surgically. 

One has led to the other one, and they’ve 
complemented things. They’ve facilitated growth and 
better care options for patients. 

It should not be a separate organization. That happens 
in some places, where the clinical research infrastructure 
is totally outpatient or totally inpatient, or it’s in a 
separate lane and doesn’t cross-talk. Ours is heavily 
engaged, totally immersed in our clinical care pathways, 
our clinical care areas, both inpatient and outpatient.

How do you think the pandemic shining a light on 
the existence of clinical research changes the ways 
we can engage with patients, particularly those 
who felt it was not accessible to them? 

A couple of things. Overall, I think the lesson for 
everybody is that the pandemic showed how fast 
things can get done when they need to get done. I 
had SIVs on a Sunday by Zoom with industry, which 
never happened before. I was getting same-day 
IRB approvals from our institution, moving contracts 
through. If you have an important need, it shows how 
all of us can make it work. 

Second, a lot of the public had seen research as 
something that wasn’t for them – it was experimental. 
But I think the pandemic drives home that the only 
way that clinical research can be conducted and 
moved along is if you have patients that are willing to 
participate. Patients are pivotal; they are the central 
part of research. Nothing can be done without eligible 
patients participating. 

Now, with the vaccine coming up, there will be many 
different vaccines available. You’ll need to enroll large 
numbers of patients as quickly as you can, to see 
what the outcome will be. That will be a massive 
participation from people across many different 
demographics. This is the time to make them aware. 

If you have access to care, 
the demographic features 
melt away.

The pandemic has emphasized the implications of 
chronic, underlying health conditions, particularly 
in patients from minority groups. How does clinical 
research play into that? 
From the perspective of optimization of healthcare and 
having it available to people that need it, I think that 
minority patients across the board are disadvantaged – 
that’s been shown repeatedly in literature, both research 
and care, for the last fifty years. No one has really done 
anything to address it from a systemic perspective. 

In North Philadelphia, this is our community. This is our 
patient population and 92% of our patient population 
was the highest-risk group, statistically, that should’ve 
done the worst. They did the best of anyone. We’re not 
geniuses; we just provide the care that everybody should 
provide to our patients, regardless. That’s just access; 
if you have access to care, the demographic features 
melt away. The only thing that’s important is biology, and 
biology is very similar across all demographics. You just 
have to treat the targets, do it effectively, and have good 
medical judgment. 

How did COVID change the way you integrate care 
and research?

It changed the structure and approach that we 
took, the staffing, doing the consenting process, the 
rounding process, the engagement with clinicians. 
And then it changed us in having studies that were 
complementary, not studies all of the same ilk, to get 
down into what satisfied our clinical needs. Our focus 
right now is prophylactic treatments for out-patients, 
including vaccines. 

How would you recommend other clinical research 
organizations or hospitals or medical centers 
make sure that the research they’re undertaking 
is presentative of the patient population, 
demographically? 

Our clinical research program is not separate from our 
clinical care or our academic mission. It’s one of the 
three pillars; it’s heavily embedded in our clinical care as 
well as our training. Everyone is involved in this. If you 
embed it into your care program and your care program 
has to address what the needs of the patient community 
you treat are, you can’t help but make everything better 
– your research, clinical care and training. Everything is 
improved by making everything complement each other. 
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