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Study Coordinators Speak Out on Trial Site Diversity: 
4 Ways to Move the Needle

In recent years, consensus has grown 
around the concern that clinical trials in 
the United States are neither adequately 
inclusive nor diverse. For example, the 
latest data shows that nearly 75% of 
patients who are enrolled in industry-
sponsored clinical trials in academic 
medical centres and community hospitals 
are white – as compared to 58% of the 
general U.S. population. These realities 
are reflected in trial performance and 
outcomes of approved medicines in the 
general population – a population only 
partially represented in the research. 
That means that medicines are not being 
created for everybody.

While this isn’t new, the COVID-19 
pandemic and the corresponding race 
for vaccines and treatments has shone a 
spotlight on the problem so bright that it 
can no longer be ignored. 

In their recent study of more than 3,400 
trial sites, the Centre for Study of Drug 
Development at Tufts University highlighted 
the critical need for sites to reflect the 
patient communities they serve. The study 
found that the race and ethnicity of clinical 
trial personnel is highly correlated with 
the race and ethnicity of study participants 
– which suggests that patients are more 
likely to participate in studies where their 
race or ethnicity is represented among 
site personnel. Unfortunately, two-thirds 
(68%) of the staff at academic centres 
and community hospitals are white, as are 
56% of the personnel at private physician 
practices and dedicated trial sites. 

Race and ethnicity are just two of 
many critical factors that contribute to 
trial inclusivity. Additional factors include 
time, flexibility, and cost. Thankfully, 
study sponsors are beginning to recognise 
these factors and make commitments to 
implement needed changes to the trial 
process, but these changes are rarely 
made in consultation with clinical trial site 
personnel. This is a mistake. 

Study coordinators and other site staff 
stand on the front lines of every trial. These 
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personnel understand what it takes to enroll 
patients, establish trust and appreciation, 
and inspire retention. The real-life 
experience and wisdom of these unsung 
heroes hold the key to unlocking the door 
to greater inclusivity in clinical trials. “Most 
of the hands-on work of clinical trials is 
handled by study coordinators,” said Brenda 
Reese, Chief Commercial Officer at Javara 
Research. “Study coordinators typically 
have high emotional IQs and take time to 
connect with patients. Plus, they support 
recruitment, onboarding, screening, and 
much more. We would not have research 
today without them, so we need to involve 
them more in our industry wide efforts to 
improve trial inclusivity.” 

To that end, we spoke with study 
coordinators at Elligo Health Research to 
uncover four ways to help move the needle 
on trial site diversity.

1. Reduce the Time Commitment Required 
to Participate
Time commitment is the primary issue 
preventing inclusivity in clinical trials, 
said Annabelle Bitterman, clinical research 
coordinator at Elligo Health Research. 

Annabelle worked in a women’s trial 
studying endometriosis that required 
monthly visits, which ended up requiring 
upwards of three hours each when factoring 
in transportation. “Women would sometimes 
bring their kids, and Sarah or I would 
entertain them,” remembered Bitterman. 
“Given the time commitment, often their 
biggest struggle is finding childcare while 
going to these appointments, plus having a 
job that is inflexible about taking off.”

Of course, time off and job flexibility are 
luxuries that many women do not enjoy – 
especially women in lower socioeconomic 
circles, the very populations these trials are 
often attempting to study. 

What could open these trials to a more 
inclusive population? Visits at the patient’s 
home or even virtual visits by video 
conference or phone are helpful solutions, 
said Bitterman. “For instance, in one recent 
women’s health study, the protocol had 
built-in flexibility, so we had no in-person 

visits after the initial in-person screening. 
All other visits had the option of being 
virtual or in-person. It’s not surprising that 
we have 100% patient retention 12 months 
into the study.

Decentralised, technology-enabled 
options should be provided to patients 
whenever studies can allow for them. 

2. Prioritize Flexibility in the Protocol 
Design and Trial Process
Closely related to time commitment is 
flexibility – the ability for a study’s design 
and process to accommodate the real-life 
needs of its participants. 

“We try to make our studies as flexible 
as possible so we can allow anyone to join,” 
said Bitterman, “whether that is doing most 
visits remotely, providing free childcare for 
in-person visits, increasing availability of 
staff during off-hours via telehealth, or 
allowing weekend visits.” 

Bitterman described the flexibility her 
clinic built into a recent ablation study. In 
this case, no in-person visits were required 
after the initial in-person screening, unless 
patients were having issues after the 
procedure. Twelve months in, the trial had 
retained 100% of its patients.

3. Make Accommodations for the Socio-
economic Status of Target Participants
In addition to time commitment, many 
potential patients are dissuaded by the 
financial realities of trial participation.

Site Qualification Specialist, Sarah 
Grover emphasised the need to consider 
the socioeconomic status of the entire 
population that the study could access and 
accommodate for the financial needs of that 
population. This could mean making sure 
there is more funding for transportation or 
leveraging clinics that are along bus routes 
– thereby removing the barriers before 
patients even get to the protocol.

Free healthcare is another enticing 
draw. “For a birth control trial,” said 
Grover. “I asked the clinic to advertise 
that they would get free birth control 
and free healthcare to those women who 
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wouldn’t have as much money or access to 
insurance.” They did the same at a sister 
site for a uterine fibroid study, advertising 
to women that they would provide free 
healthcare. In both cases, the incentives 
worked.

4. Establish Trust with Local, Familiar Faces
Lastly, as reflected in the Tufts study, 
diversity can be dramatically improved 
by ensuring that onsite staff reflect the 
populations they are seeking to serve. 
The resulting comfort and trust have an 
undeniable impact on patient recruitment, 
participation, and retention.

One way to achieve this, said Grover, is by 
expanding study locations: reaching out to 
clinics that are not typically doing research, 
perhaps in rural areas or in parts of cities 
that patients trust. 

But perhaps the most important way is 
to diversify onsite clinical staff, confirmed 
Grover, who has seen first-hand her ability 
to establish trust with black patients. 

“These patients,” she said, will often bring 
up black Americans’ dark history with 
clinical research. “And, as a black American, 
I understand what they are asking. So, I can 
allay their fears in an empathetic, delicate, 
and convincing way.” 

Grover also emphasised that she 
possesses the background and under-
standing to provide these patients with a 
more comprehensive overview of trial risks, 
knowing their specific pain points and fears. 
Altogether, this helps patients open up and 
trust her.

She has witnessed the same easy trust 
in relations between staff and patients of 
other races or ethnicities, as well. “All of our 
women’s health sites serve as back-ups to 
each other, so we have access to thousands 
of patients. It is a relatively diverse group, 
and they all rotate to clinics as needed. 
The level of comfort patients have with our 
site coordinators is great – especially when 
connecting Latino patients with a Latino 
study coordinator.”

Both Grover and Bitterman underscored 
the need for this level of diversity for clinical 
trial staff – especially among Principal 
Investigators, the majority of whom are 
white. These PIs come in and answer 
additional patient questions, meaning they 
are another important layer of trust.

“This is why I’m involved in research, 
despite the negative history,” said Grover. 
“I am a safe place for patients to ask these 
questions. And when I make them feel more 
comfortable, patients benefit from a great 
opportunity to access high-quality care and 
even life-saving medical treatment.”

Moving the Needle
Study coordinators already know what the 
Tufts study confirmed: clinical trials are 
neither as inclusive nor diverse as they 
need to be. There is much work yet to 
be done, but the unsung heroes working 
directly with patients know exactly where 
to begin. The approaches and techniques 
that study teams often employ naturally get 
to the heart of human-centred design that 
considers the entirety of the participant, not 
simply their collection of symptoms that 
make them eligible for the trial.  By adopting 
more thoughtful, human-centred protocols 
around time, flexibility, cost, and staffing, 
clinical trials can better serve their intended 
populations – thereby bringing lifesaving 
therapies to the patients that need them, 
faster than ever before.
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