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CLINICAL TRIALS DIVERSITY AND INCLUSION

As we know, the pandemic brought the topic of clinical trials to the forefront of the general population. Never before have
people been exposed to daily news from the mainstream media on clinical trials, the therapies in trials for COVID-19 and 
the need to have data that supports efficacy and safety of these therapies, which are generated from clinical trials. Further, 

when Moderna brief ly halted its vaccine trial to ensure that data from broad, diverse populations was included, did people under-
stand the importance of trials including all population groups. The clinical trials industry itself has struggled with the inclusion of 
underrepresented groups for some time and is not blind to this multi-faceted problem. 
      In this issue's main feature, Applied Clinical Trials explores what the term "diversity" can mean when studying different populations. 
It also points to technologies used in decentralized trials as a way to reach underrepresented populations and allow them to participate 
in a clinical trial. If we struggle to include an underrepresented population in clinical trials, then those who suffer from rare diseases 
could certainly be a part of  such a discussion. In another article, we learn that rare disease patients were disproportionally affected 
with healthcare access during COVID and that technologies could improve both their access to healthcare, as well as clinical trials. 
We have also included an article that informs on the five ways that decentralized trials can positively impact clinical trial diversity. 
      We applaud industry stakeholders—sponsors, CROs, investigative sites, and technology providers—on focusing their attention on 
the diversity and inclusion issue. Many have come forth with important programs and resources to improve the situation. However, as 
Pfizer executives penned in a letter (https://www.nature.com/articles/d41573-020-00149-2 ), "Racial and ethnic disparities in clinical 
trial populations remain unacceptably abundant, and trust in the health-care system among those who suffer racial injustice is low. 
It is difficult to find a trial and the requirements for participants are often burdensome, contributing to unacceptably high dropout 
rates." They call on the stakeholders "to find common solutions that build trust and address the socioeconomic barriers to clinical trial 
participation." They elaborate on the specific commitments to improve clinical trial access and build trust, and to improve awareness. 
Hopefully, the articles in this issue will help industry in these endeavors. 

Mike Hennessy, Sr
CHAIRMAN AND FOUNDER

MJH LIFE SCIENCES

https://www.nature.com/articles/d41573-020-00149-2
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Lisa Henderson
Editor-in-Chief

The bigger picture 
regarding the  

needs of  
smaller sponsors  

is vital

The Tangled Web of Large 
Outsourced Providers 
CROs, as an industry, appear to be in a 

period of change. The overall market for 
mergers and acquisitions since the year of 

COVID have needles moving in various directions. 
Let’s dial those in.

First up is largest financial transaction, Thermo 
Fisher’s acquisition of PPD, worth $17.4 billion, 
which should close in the third quarter. Thermo 
Fisher has long eyed its importance to the clinical 
trials space because of its manufacturing capabili-
ties around APIs and clinical trial supplies. It, like 
others, jumped on the decentralized trials band-
wagon in late October through its Direct-to-Patient 
service offering bringing those medications directly 
to the patient. The acquisition of PPD grows its 
clinical trials scope, as well as nests its existing 
manufacturing customers with an extended value 
proposition in the services chain. 

Two additional M&As worth mentioning are 
the Syneos acquisition of CRO Synteract for 
$400 million in late October. This acquisition 
calls for the former to leverage the latter’s small-
to-midsize biopharma client base. The second 
is ICON’s $12 billion purchase of PRA Health 
Sciences in February. That acquisition elevates 
the number fifth and sixth largest CROs to the 
second spot, behind IQVIA. The ICON/PRA 
merger also plans to capitalize on the decentral-

ized trials movement through its mobile technolo-
gies and site platform network. 

Meanwhile, in mid-May, mid-size CRO Pre-
mier Research acquired Camargo Pharmaceutical 
Services. Camargo will allow Premier to leverage 
its focus on emerging biopharma’s needs for rare 
disease and complex development programs, as 
well as the accelerated approval pathways more 
common among smaller biopharma. 

What trends can we untangle from these trans-
actions? The CMO/CDMO space is looking to 
capitalize on the needed manufacturing capa-
bilities for vaccines and biologics that are more 
prevalent in the drug development landscape by 
offering those services as part of their portfolio. 
Not since the transformation of the INC Research 
and inVentiv Health to Syneos Health and the 
IMS/Quintiles to IQVIA for an extended clinical 
research-to-commercialization chain has a market 
extended its horizontal reach to existing customers.

We can infer that that the attraction to emerg-
ing, small and midsize biopharma clients will con-
tinue to be a focus for the expertise in clinical 
operations, regulatory, decentralized trials, and 
manufacturing they require. What does that mean 
for clinops professionals? Not so much day-to-day, 
but an understanding of the bigger picture regard-
ing the needs of smaller sponsors is vital. 
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The COVID-19 pandemic has permanently changed the 
trajectory of decentralized trials and electronic patient 
informed consent (eConsent) solutions. After a decade 
of dabbling with eConsent, how can sponsors and 
technology providers meet the demand to bring clinical 
trials directly to the patient at a global scale?

Join this webinar to hear the hard-fought advances 
in eConsent maturity, as small-scale experimentation 
turned abruptly into massive rollouts. You’ll learn 
strategies to employ to overcome the persistent 
challenges in eConsent adoption and gain the benefits 
promised from successful decentralized trials with 
remote capabilities for patients and sites. 

3 Key Takeaways

• Understand the barriers to wide-scale eConsent 
adoption and how they’ve changed from pre-
pandemic to today

• Learn why connecting eConsent to the entire trial 
experience is so important to site satisfaction, study 
operations, and sponsor oversight

• Hear about the launch of IQVIA Complete Consent, 
the next generation of eConsent solutions that 
eliminates every major barrier to deploying eConsent 

at scale and more 

C
o

p
yr

ig
h

t 
©

 2
0

2
1 

IQ
V

IA
. A

ll 
ri

g
h

ts
 r

e
se

rv
e

d
.  

Trials and Tribulations of Electronic Patient Consent: 
Removing Barriers to eConsent Adoption

Presented by:

Sponsored by:

SPEAKERS:

Peter Hassett
Director of Strategy, Patient Consent, 
IQVIA Technologies 

MODERATOR:

Michael Christel
Managing Editor,
Applied Clinical Trials

CONTACT US
For questions about the content of this webinar, please contact 
Turquiose Ross at OrchestrateYourTrials@iqvia.com

For technical questions about this webinar, 

please contact Martha Devia at MDevia@mjhlifesciences.com

Register now for free!
www.appliedclinicaltrialsonline.com/
act_p/econsent

On-demand webinar 
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WASHINGTON REPORT

Jill Wechsler
Washington 

Correspondent

FDA PROMOTES MASTER 
PROTOCOLS TO MODERNIZE 
CLINICAL TRIALS
One lesson of the COVID-19 pandemic is the 
importance of being able to assess potential new 
therapies and vaccines quickly. The industry 
has also learned how to evaluate them reliably 
and in ways that can adapt to changing scien-
tif ic evidence and public health needs. FDA 
has responded to these pressures by generating 
multiple guidance documents and policy initia-
tives for updating and advancing the clinical 
research process, including the incorporation of 
master protocols in research programs to facili-
tate the development of safety and effectiveness 
information for multiple test therapies in a com-
pressed time period.

Acting Commissioner Janet Woodcock has 
long supported wider use of master protocols for 
such purposes and has worked to advance this 
approach in the face of greater urgency during 
the pandemic to ensure that a promising drug 
is safe and effective. Clearer FDA policies for 
utilizing master protocols can help advance 
“best practices in the design and execution 
of clinical trials” to better evaluate drugs for 
the treatment or prevention of COVID-19, 
Woodcock commented in announcing f inal 
guidance on this clinical research approach                              
(see: https://bit.ly/34gIorg). 

The guidance a ims to overcome fa irly 
l imited use of master protocols in the U.S. 
by clarifying for sponsors FDA’s recommen-
dat ions for eva luat ing coronav irus t reat-
ments or preventives through a coordinated 
research approach. The advisory describes 
the design, conduct and statistical consider-
ations of such studies, along with procedures 
and recommendations for sponsors to follow                                            
(see: https://bit.ly/3ujeM7f ).

FDA explains the dif ferences and uses of 
master protocols for umbrella trials (evaluate 
multiple products simultaneously for a single 
disease) and for platform trials (evaluate mul-
tiple therapies in a perpetual manner, with test 
products entering and leaving the study based 
on results). By coordinating multiple studies, 
this approach can address multiple scientif ic 
questions for several test therapies and help 
avoid confounding, which is more likely for 
studies conducted during a public health emer-
gency. An important eff iciency is to utilize a 
common randomized comparator arm.

On the downside, this more complex re-
search approach can require more up-front 
planning and coordination, FDA concedes, 
advising research sponsors to consult agency 
experts early in product development to assess 
these considerations and study options. In some 
situations, both stand-alone and platform stud-
ies may be appropriate for a drug development 
program. And while FDA recommends subject 
blinding, the guidance acknowledges that blind-
ing is not always possible or practical. Master 
protocols should be reviewed by a central in-
stitutional review board, and sponsors should 
use independent data monitoring committees to 
ensure objective review of safety and efficacy.   

While this latest guidance specifically applies 
to biopharmaceutical research conducted dur-
ing the current public health emergency, FDA 
notes that it aims to provide a basis for ongo-
ing use of master protocols in the future. The 
agency says that it plans to revise the guidance 
going forward based on the experience gained 
during the pandemic. 

Well-designed master protocols are impor-
tant in accelerating drug development, Wood-
cock noted, “by maximizing the amount of in-
formation obtained from the research effort.” 
Such trials can be updated to incorporate new 
scientif ic information and can reduce admin-
istrative costs and time involved with starting 
up new study sites for each invest igat ional 
therapy. And this approach can increase data 
qual ity and ef f iciency through shared and 
reusable infrastructure. 

“These advantages are of particular impor-
tance during a public health emergency such 
as the current SARS-CoV-2 pandemic, where 
there is a critical need for efficient drug devel-
opment,” Woodcock explained.

She continues by citing the public-private 
initiative organized by the Foundation for the 
National Institutes of Health, the Accelerating 
COVID-19 Therapeutics Interventions and 
Vaccines (ACTIV) study, as an “excellent ex-
ample of master protocols being used to simul-
taneously study a number of promising drugs.” 
The potential for well-designed master proto-
cols to accelerate drug development compared 
to stand-alone studies signals that this research 
approach will “continue to play an important 
role in addressing the public health needs cre-
ated by the pandemic and in generating clinical 
evidence in general,” Woodcock concluded.
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EU REPORT

Peter O’Donnell
Brussels 

Correspondent

IS COVID A GAME-
CHANGER FOR WIDER DRUG 
DEVELOPMENT POLICY?
Much has already been written about the im-
pact of the COVID pandemic on thinking 
about healthcare in general and drug develop-
ment in particular, but the recommendations 
on clinical trials from an inf luential scientif ic 
panel received strong backing in late-May from 
senior f igures in world af fairs, g iving them 
a better-than-average chance of leading to 
some improvements.

The occasion was the–rather grandiosely–
titled Global Health Summit that took place in 
Rome on May 21, organized under the G20 um-
brella and co-hosted by the Italian government 
and the European Union. This was a response 
to the pandemic at the level of the economic 
and finance ministers of the countries that be-
tween them represent some three-quarters of 
the world’s economic activity, and amounts to a 
heavyweight intervention from political f igures 
who carry (with no disrespect to health minis-
ters) real responsibility for decision-making.

The conclusions from the meeting, contained 
in a so-called Rome Declaration adopted at 
the meeting, provide plenty of support for re-
search, innovation, investment and incentiviza-
tion (alongside, of course, plenty of commitments 
to equal access to care and better preparedness 
against health crises). But of greater interest 
to readers of Applied Clinical Trials may be the 
background paper for the declaration, which sets 
out in greater detail some specific measures for 
raising the game in drug development in general, 
and clinical trials in particular.

So while the scientif ic panel notes with sat-
isfaction that “research and innovation have 
been one of the few bright spots” in the COVID 
response, with “unprecedented advancements in 
record time,” it laments the lack of a global strat-
egy at the outset of the crisis “to optimize and 
coordinate research and development efforts.”

Its central recommendation therefore is to 
establish an eff icient and effective end-to-end 
R&D ecosystem, to accelerate research–and it 
has clear ideas on how to do this. They include 
creating an open-source library of Phase II-
ready drugs with broad cross-reactivity across 
major virus groups of pandemic concern, and a 
pipeline of just-in-case vaccines and monoclonal 
antibodies that target World Health Organiza-
tion priority pathogens.

The familiar call for increased investments in 
basic research is accompanied by more concrete 
recommendations to deliver products, including 
digital innovation and infrastructure, data science, 
artificial intelligence, and modelling and forecast-
ing. The panel calls for the urgent establishment 
of “large, pragmatic, collaborative clinical trials 
networks and protocols, globally and regionally, 
for therapeutics and vaccines.” It wants to see early 
support by regulatory authorities for clinical trials. 
Other aspirations are for cross-disciplinary re-
search, including risk communication, implemen-
tation science for more effective public health mea-
sures, as well as social and behavioral research. 
An end-to-end R&D ecosystem also demands real 
support for biotechnology entrepreneurship and 
innovation, it adds.

The international dimension of the recommen-
dations is evident in calls to “genuinely” involve 
research groups in low- and middle-income coun-
tries. The pandemic underlines the urgent need for 
bringing together researchers and developers from 
all countries, to benefit from the diverse experi-
ence gained in different contexts, to ensure that the 
scientific outputs are relevant for and accessible in 
the countries in which they will be implemented, 
it says. This will also improve the coherence of the 
research response affecting all countries. “It is cru-
cial to conduct clinical trials of medical products in 
a diversity of populations where products proven 
safe and effective will be rolled out,” it insists. 

This implies a strengthening of collaborative 
research networks regionally and globally, in-
creased funding for “equitable” research partner-
ships, and sustainable finance that can “ensure 
research continuity, particularly in times of cri-
sis.”  It also means better integrated disease sur-
veillance, data collection, analysis and sharing “at 
all levels,” it underlines. Countries need to have 
more capacities for data collection and analysis, 
including thorough genome sequencing for early 
detection, pathogen characterization, surveillance 
of pathogen spread, and assessment of disease 
dynamics. The corollary is the development of 
well-funded and coordinated global and regional 
networks for pathogen surveillance, underpinned 
by a common set of principles for data sharing. 
That in turn requires improved standardization 
and validation of tests and assays, and the compa-
rability, sharing and interoperability of accessible 
digital data, along with adequate quality assur-
ance. And repositories must be set up that provide 
for universally accessible sample collection. 
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The interface between science and policy gets 
plenty of attention too. With absolutely no hint of 
a reference to Wuhan, the panel urges action to 
“promote transparent and rapid sharing of data 
and information on outbreaks and other health 
issues.” And in a section entitled “strengthen and 
protect science advice,” it recognizes that “scien-
tific advice to policymakers may always be chal-
lenging.” This may be even more so in pandemic 
situations when there are major uncertainties, 
knowledge is fast evolving, risks are large, and evi-
dence is preliminary and limited. “Nevertheless,” 
it goes on, “evidence from science is crucial to 
help develop sound public health policy and miti-
gation measures.” Measures are therefore needed 
to “ensure independence of experts and govern-
ment advisory bodies, and safeguard against the 
politicization of science.” There should be new 
clarity brought to the boundaries between science, 
scientif ic advice, and politics, and this should 
include “a transparent definition and demarca-
tion of advisory versus decision-making roles.” 
The mechanisms for rapid advice and evidence-
informed decision-making in times of crisis should 
be strengthened to reduce delays between scien-

tif ic information and decision-making. And an 
open dialogue is necessary between the public, sci-
entific experts, and authorities about uncertainties 
and disagreements between decision makers and 
scientists, as well as among scientists themselves. 
The simple slogan adopted is to provide clarity 
about what is known, partially known, unknown, 
and unknowable. 

Over and above their relevance for tackling 
the pandemic, these recommendations resonate 
across many of the issues that regularly gener-
ate difficulties for drug development everywhere 
around the world, and across all therapeutic cat-
egories or pharmaceutical forms. It is not so much 
in the originality of the prescriptions–many of 
which are already well-rehearsed–that the poten-
tial significance of this event lies, but in the con-
text in which they are made and endorsed. Now 
the ideas are formally backed by G20 countries, 
heads of international and regional organizations, 
and representatives of global health bodies, after 
co-hosting by European Commission President 
Ursula von der Leyen and Italian Prime Minister 
Mario Draghi. If nothing happens afterwards, 
everyone will know who is to blame.

A QUIET INTERNATIONAL 
REVOLUTION IN CLINICAL 
TRIAL REGULATION
There is a major international collaboration qui-
etly underway to pull clinical trials firmly towards 
the future, featuring big hitters from across the 
world’s major regulatory authorities and drug 
firms. The work is going on within ICH—the In-
ternational Council for Harmonization of Techni-
cal Requirements for Pharmaceuticals for Human 
Use, to give it its full and laborious title—and 
should result in an extensive rewrite of its 1997 
guidance over the next couple of years.

A f lavor of the changes under consideration 
for clinical trials emerges from remarks made by 
Fergus Sweeney during a mid-May webinar on 
the process. Sweeney, who played a key role in the 
early days of the European Medicines Agency’s 
work on GCP inspections, has himself matured 
over the years and is now head of the EMA’s clini-
cal studies and manufacturing task force, and has 
recently acquired a prominent public profile par-
ticularly in the context of the COVID pandemic 
and the related development of vaccines.

The essence of the current ICH initiative is that 
clinical trials are increasingly global, with wide use 

of data generated in other regions, and a conse-
quent reliance on their regulators and scientists. As 
Sweeney put it, “We need to be responsive to the 
rapidly evolving ecosystem.” This means working 
in an increasingly digital world and being prepared 
to adapt to it. It means responding to innovative 
trial designs–taking advantage of digital technol-
ogy, the increase of statistical techniques and other 
opportunities for sourcing data that simply did not 
exist in the 1990s when the current guidelines were 
developed. The definition of essential documents 
may need updating since trials have moved on 
from a paper world with some rudimentary patient 
medical records and paper case record forms. In 
a more sophisticated world, it is also necessary to 
ensure that things are kept in the right format to 
actually be retrievable after a period.

Unsurprisingly, this complex exercise across 
borders and cultures is taking a long time—longer 
than anticipated. But a public consultation on the 
rewrite, initially scheduled for December 2021, will 
not now happen until December 2022. Nonethe-
less, the delay does not spring from any indolence: 
multiple working groups are hard at it in multiple 
video conferences around the globe.

—Peter O’Donnell
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Event Overview
As the world evolves year by year, so do clinical trials and 
the pharmaceutical supply chain. With the global pandemic, 
Brexit, and technological advancements there is no longer 
a one size fits all for a clinical trial. “Prescription services: 
Navigating sourcing in an ever-changing world” will cover:

• How prescription services changed the way
clinical trial drug sourcing could be done

• Cost savings and waste reduction through
prescription services

• Solutions for decentralized trials

Key Learning Objectives
• How to reduce waste and save on costs when sourcing

for clinical trials
• Logistics of prescription services in North America
• Benefits of pharmacy site dispensing process

Who Should Watch
• CRO’s, Clinical Project Managers, Clinical Trial Study

Managers, Clinical Research Managers, Clinical
Operations, Sourcing Manager, R&D Manager,
Procurement Managers

Clinical Trial Prescription 
Services: Navigating Sourcing 
in an Ever-Changing World

All attendees will receive a FREE executive 
summary of the webcast!

Register for this free webcast at: 
www.appliedclinicaltrialsonline.com/act_d/sourcing
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SHIFTING FROM PAPER TO 
DIGITAL PATIENT CONSENT
Clinical research sites are modernizing trial op-
erations with site-centric applications to provide 
a digital patient experience. Crofoot Research 
Center, a Houston-based practice that has run 
over 200 clinical studies in rare disease, is one site 
realizing the benefits of using patient-centric, site-
first solutions. 

With an eRegulatory system and eConsent 
from Veeva Systems, Crofoot is shifting from man-
ual and paper-based processes to more stream-
lined, digital execution. Charles Sydnor, CCRA, 
ACRP-CP, project manager at Crofoot, discussed 
how offering a digital patient experience in trials 
enables the site to provide better patient care.  

Applied Clinical Trials: What challenges did 
Crofoot experience with traditional, paper-
based informed consent?
Charles Sydnor: Patient reach and accessibility 
have always been our biggest barriers in studies. 
COVID-19 made reaching new patients even 
harder, as most could not physically come into our 
practice. Using paper-based consenting wasn’t a 
feasible option because of the travel, distance, and 
safety concerns, impacting our reach and prevent-
ing many patients from considering research as a 
treatment option.

Over the years, we have seen how paper com-
plicates execution, reduces efficiency, and provides 
limited accountability. Using paper, paying for 
storage, and hiring additional staff to manually 
check all the consent forms for completion, errors, 
and appropriate signatures dramatically increased 
our economic burden.

Lastly, we want to ensure that the potential 
participant understands the study, especially the 
risks and benefits. The traditional paper-based 
model of consenting does not lend to better partici-
pant comprehension but rather the exact opposite. 
Handing a 20-plus page consent document is an 
intimidating and overwhelming event, and many 
participants complain that the font can be too 
small for review. 

ACT: How has paper-based consent im-
pacted the patient experience?  
Sydnor: Ideally, we’d want to give patients as 
much time as possible to consider participation, 
ask questions, and talk to their support system at 
home before choosing a trial. But once a patient 
travels into our practice, they usually feel pressure 

to make a quick decision to avoid another visit. 
That pressure takes a toll on patients who want to 
consult family members before deciding to partici-
pate in a study, leading to early opt-outs. 

Patients also have to come in for a screening, 
often not scheduled on the same day as consenting. 
An appointment to provide consent could be in 
several days or several weeks, but it almost always 
ends up in another visit for the patient. Thus, 
paper consent increases the patient burden of par-
ticipating in trials, requiring more time and travel.

ACT: How has Crofoot’s shift to digital im-
proved the patient experience? 
Sydnor: Since we already had an eRegulatory 
system in place, it made sense to bring in an 
eConsent solution that enables seamless ex-
change of information. Implementing eConsent 
has given patients the f lexibility to review docu-
ments on their own time and wherever they feel 
most comfortable. 

As clinical research protocols become more 
complex, the patient’s complete understanding 
of a study is paramount. Using eConsent allows 
us to format study information in a more digest-
ible form. This ensures that each participant fully 
understands what they are signing up for. It is 
important to remember that each person has dif-
ferent needs, and removing paper will optimize 
the patients’ experience.

We’ve noticed a significant improvement in pa-
tient understanding of studies with eConsent. Nu-
merous patients have expressed gratitude for the 
ease at which they can access documents, allowing 
review with those closest to them.

ACT: What improvements has  
your research center achieved by  
using eConsent?
Sydnor: Our mission is to ref lect the diversity 
of Houston. But patient reach has been the most 
significant barrier for us to overcome. This makes 
our efforts to digitize consent even more critical. 
eConsent has helped us gain access to individuals 
in rural areas and underserved communities that 
may not have access to healthcare.

eConsent allows us to provide patients with 
more f lexibility and minimizes travel. Patients ap-
preciate this, as we’ve seen an increase in recruit-
ment numbers and participant diversity. 

Using a digital consenting solution that can ex-
change information with our investigator site file 
(ISF) has removed many of the hurdles we experi-

Charles Sydnor                  
Project Manager, 

Crofoot
   

As clinical research 
protocols become 
more complex, the 
patient’s complete 
understanding of a 
study is paramount
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Related Resources: Informed 
Consent and eConsent

Streamline Clinical Data 
Collection, Case Studies for Success
In this free, on-demand webcast, presenters 
discuss how leveraging eSource in clinical tri-
als data collection—including eConsent—helps 
sites provide more effective clinical studies.
https://bit.ly/34CKHVW

FDA: Use of Electronic 
Informed Consent
In this Question and Answers format, the FDA 
issued this Guidance on September 2016 for 
institutional review boards (IRBs), investiga-
tors, and sponsors engaged in or responsible 
for oversight of human subject research under 
HHS and/or FDA regulations. 
https://bit.ly/3peiZbw

FDA: Conduct of Clinical Trials of  
Medical Products During the COVID-19 
Public Health Emergency 
In this Guidance, updated January 27, 2021, 
the FDA updates institutional review boards 
(IRBs), investigators, and sponsors on clinical 
trial conduct during COVID, which includes 
information and parameters around informed 
consent.
https://bit.ly/3yTRfgD

Past Q&As in Applied 
Clinical Trials

Michele Russell-Einhorn, Chief Compliance 
Off icer at Advarra, a provider of integrated 
regulatory review solutions, as well as research 
quality and compliance consulting services and 
clinical site technologies, discusses ethics and in-
formed consent around pediatric studies against 
the backdrop of the COVID-19 vaccine.
https://bit.ly/3cbJoRN

Shiri Diskin, PhD, Head of Medical Writing at 
Bioforum, sits down with Daphna Laifenfeld, 
PhD, Chief Scientific Officer at Ibex Medical 
Analytics, to discuss the challenges associated 
with developing a CER and how to effectively 
navigate them.
http://bit.ly/3mc50l0

Heather Kopetskie, Director of Biostatis-
tics for Rho, discusses some points related to 
proactively managing the many “e”s in data           
collection.
http://bit.ly/2PquNKb

Steven Bukvic, CEO of the ACROSS Global
Alliance, speaks about how it works to improve 
the clinical trial experience for smaller- and 
medium-sized sponsors.
https://bit.ly/3wGCBYe

enced for years with paper filing and maintaining 
ICF logs. As a result, our team is now better pre-
pared to review documents, ensure accuracy, and 
seamlessly file a patient’s information. 

In addition, audits are now handled more ef-
ficiently. Our digital solutions allow sponsors and 
CROs to quickly validate information and ensure 
all our activity is compliant. Having the ability to 
share documents across our systems and with our 
partners has allowed us to work more systemati-
cally and cost effectively. 

For research sites thinking that the cost of tech-
nology is a barrier to adoption, this isn’t always the 
case. For us, as a small private practice without a 
large budget, eConsent presented a very achiev-
able point of entry. We have significantly reduced 
our administrative workload and expenses on stor-
age, printing, and tangible goods. Using a digital 
consenting solution has improved productivity, 

enhanced the patient experience, and increased 
our site’s ability to handle larger workloads.

ACT: You’ve now implemented an  
eRegulatory system and eConsent, two 
solutions transforming how research sites 
work. What advice would you give a site 
considering new technology? 
Sydnor: The thought of implementing new tech-
nology was scary for me at first. But digging in 
and investing the time has paid off. My advice to 
sites exploring new solutions would be to commit 
and follow-through, from evaluation to deploy-
ment. Bringing in technology takes a lot of work 
upfront and is a cross-team effort, but in the end, 
the benefits for your research site can be transfor-
mational. That level of change and improvement 
to site operations allows you to spend more time 
where it makes an impact: with patients.
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CONTEMPLATING THE 
FULL MEASURE OF 
PANDEMIC RESPONSE

Affirming and advancing patient 
engagement and digital transformation

Throughout the pandemic, clinical research 
stakeholders have been both amazed and im-
mensely proud at the collective effort to adapt 
and address a monumental global health crisis 
in record time.

A great deal has been written and said about 
the factors that have contributed to the delivery 
of COVID-19 vaccines more than f ive years 
faster than typical development timelines and 
to the more than 1,000 COVID-19 treatments 
and vaccines now in the pipeline. The top con-
tributing factors include:

• The proactive and accommodating way 
that regulatory agencies and ethical re-
view committees have supported devel-
opment planning and activity.

• The rapid mobilization of internal and 
external scientif ic and operating teams 
with a singular and common focus. 

• The fast deployment of remote and vir-
tual technology solutions supported by 
more open data, information sharing, 
and advanced analytics. 

• The execution of parallel clinical trials 
and the compressed time between clini-
cal trial phases. 

• The de-risking of development activity 
through the availability of global fund-
ing and resources.

• The unusual frequency and extent of 
global media coverage contributing to 
unusually high public visibility.

The clinical research enterprise has much 
to celebrate, especially in light of the fact that 
most adaptations and changes represent a ma-
jor departure from normal operating condi-
tions. Many of the approaches and solutions de-
ployed—such as remote monitoring, e-consent, 
home nursing visits, and integrated data man-
agement platforms—faced signif icant diff iculty 
replacing legacy approaches before the pan-
demic. Many were stuck in planning or piloting 
stages for decades.  

There is now substantial speculation about 
how the clinical research enterprise will func-
t ion when the pandemic is ful ly behind us. 
How will the enterprise apply and embrace 
the experiences and lessons learned during this 
unprecedented period? Beginning in late 2020, 
articles, podcasts, webinars, and conference 

presentations began surfacing, most with both 
wishful thinking and pledges not to return to 
pre-pandemic operating conditions.

In recent months, we have learned more 
about underlying condit ions that have sup-
ported pandemic response and a clearer picture 
is emerging of issues and challenges that will 
contribute to some retrenchment and more 
conservative application of adaptive and in-
novative practices as we move into a post-pan-
demic world. Two recent Tufts Center for the 
Study of Drug Development (Tufts CSDD) 
studies help paint that picture: the f irst study is 
an in-depth collection of interviews with prin-
cipal investigators and senior study coordina-
tors from the global community of investigative 
sites and site networks. The second study is a 
global survey—conducted in collaboration with 
the Bill & Melinda Gates Medical Research In-
stitute (Gates MRI).

Executional positives and negatives
Tufts CSDD conducted a total of 26 in-depth 
interviews during March and April 2021, ap-
proximately one full year after the interna-
t ional community began locking down and 
clinical trial activity abruptly shifted to remote 
monitoring and decentralized support. Inves-
tigators and study coordinators noted several 
posit ive outcomes. The majority pointed to 
sponsor company and regulatory agency re-
sponsiveness and encouragement of adaptive 
practices as critical success factors. Site profes-
sionals felt that the most positive outcome in 
the transition to virtual and remote clinical tri-
als has been the increased choice and accessi-
bility offered to patients considering participa-
tion and the substantial improvement in study 
volunteer convenience. 

But with few exceptions, the global com-
munity of investigators and study coordinators 
indicated that operating remotely and virtually 
has greatly increased workload for site person-
nel. Many noted the inordinate amount of time 
they have dedicated to learning new technol-
ogy solut ions; providing support to remote 
monitors and health professionals; training 
vendors unfamiliar with the clinical research 
process; and coordinating and integrating dis-
parate and fragmented activities. Most inter-
viewees pointed to signif icant delays that they 
have encountered starting up studies, receiving 
clinical trial supplies and lab kits. 

Many conveyed concerns about the delays 
they experienced in receiv ing payments to 
help defray the substantial upfront risk sites 
assumed in supporting modif ied and adapted 
execution models. 
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Event Overview
There is no doubt – unprecedented times are upon us, especially in the world 
of clinical research. From this near cataclysmic year, a resounding theme 
has arisen: the time for change is now. Currently, in most clinical operations 
infrastructure, siloed point solutions have created a closed, exclusive 
environment with limited or no integration or interoperability. This leads to 
many vulnerabilities, including lack of transparency, data integrity issues, 
and delays, all ultimately resulting in increased cost and patient and site 
dissatisfaction. 

While most organizations are aware of this scenario, the conundrum lies in 
the way to change. What needs to happen with regards to people, process, 
data and technology? An open environment that promotes inclusivity and 
collaboration is the first step, providing a pathway to standardization and 
harmonization for the entire clinical trial ecosystem and lifecycle. 

As leaders in the eClinical space, Oracle and IQVIA are aligned to support 
the future of clinical trials through parallelization, the use of AI and ML, and 
automated risk management with prescriptive metrics. Together they work 
with various associations to advance clinical research and address problems 
within the industry to promote a standard, compliant approach, to help you 
bring safer drugs to market quicker.  

Key Learning Objectives
Join us to learn: 

• What industry standards are, and how they benefit the industry
• How a flexible environment can help you employ new approaches faster
• What the true benefit of collaboration can bring to the industry ecosystem 

Who Should Attend
• Director, VP level, and Executive Management 
• Clinical Operations and Innovations 
• Professionals seeking further knowledge on how to develop their digital 

strategy for clinical trials

Exclusivity or Collaboration 
in Clinical Trials - What’s the 
Best Formula for Success? 

Register for this free webcast at: 
www.appliedclinicaltrialsonline.com/act_d/clinical_trials

For questions email
mdevia@mjhlifesciences.com
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The diversity 
of sources for 

clinical research 
data efficiency 

and quality has 
intensified

In nearly every in-depth interview, investi-
gative site personnel discussed the wide vari-
ability in approaches and solutions deployed by 
sponsors and contract research organizations 
(CROs) that contributed to high levels of un-
certainty and the increased potential for errors 
and mistakes.

Focus and dedication at a price
Between mid-January and April 2021, Tufts 
CSDD and Gates MRI gathered 344 global 
responses primarily from pharmaceutical, bio-
technology companies, and CROs. The purpose 
of this online survey was to assess the experi-
ences and effectiveness of development teams 
operating remotely. Two-thirds of respondents 
are employed by major and mid-sized companies 
and a similar percentage reports having team 
management responsibility within clinical, data 
management, and clinical operations functions. 

Overall, respondents reported very high lev-
els of productivity while operating remotely. 
Nearly all (97%) indicated that they can per-
form their role as a remote employee “very ef-
fectively” or “somewhat effectively.” But more 
than half of respondents (55%) report feeling 
burned out and 42% report that connections 
with their colleagues have deteriorated.  

Factors contributing to burnout are intuitive 
and generally familiar to us all. The top three 
included the frequency of virtual meetings (by 
67%); increased workload and additional re-
sponsibilities negatively effecting life balance 
(65%); and the emotional impact of dealing 
with uncertainty and isolation (54%). Unad-
dressed, it is likely that the feelings of burnout 
and loss of connection will continue to rise.

In open-ended responses, several indicated 
that the inability to travel and meet face-to-face 
with colleagues detracted from their collabora-
tive effectiveness. Several also noted the chal-
lenges of not having a clear sense of the return 
on investment (ROI) for various solutions de-
ployed and of the higher relative start-up cost 
and time investment required to support decen-
tralized clinical trial activity.

Despite these experiences and concerns, the 
vast majority of respondents want to preserve 
their ability to operate remotely: 86% want their 
employer to continue offering “mostly remote” 
work when the pandemic is over; 6% indicate 
that they are uncertain about what operating 
model they want in place; and 8% said that they 
do not want their organizations remote operat-
ing model to continue.

We plan to publish the full results of the 
Tufts CSDD–Gates MRI study in Applied Clini-
cal Trials this summer.

A pandemic behind us
Pandemic experience and response has exposed 
drug development organizations to numerous 
possibilities that would not have otherwise been 
widely adopted. Many observers would argue 
that this unusual adoption experience is not a 
ref lection of a new standard operating envi-
ronment but rather a one-time occurrence—
a grand pilot program—providing a unique 
opportunity to consider, integrate, and apply 
“suitable” new options and choices.  

Once the pandemic is behind us, these op-
tions and choices will likely be offered simultane-
ously with other more traditional approaches to 
balance and best satisfy study volunteer prefer-
ences, convenience, and scientific and operating 
requirements. Ultimately, these more expansive 
hybrid approaches will increase clinical trial 
complexity and customization, resulting in well-
known outcomes: ineff iciency, poorer quality, 
slower timelines, and higher costs.   

Given cultures that have historically been 
risk-averse and resistant to change, many spon-
sor companies and their CRO partners will 
step-up ef forts to scrutinize capital, person-
nel, and resource investment in, and double 
down on challenging, newer innovative prac-
tices. For the majority of organizations, it is 
likely that the pendulum will swing back to-
ward slower, more measured response and more  
limited acceptance.   

A minority of organizations—those willing 
to take more risk—are already applying the 
implications of pandemic experience. Many are 
evaluating ways to better support teams oper-
ating remotely with more variable, agile, and 
f lexible staffing models, infrastructure, and stan-
dard operating procedures. Several have shared 
the intent to consolidate their f ixed, physical 
operating footprint, to continue to reduce study 
participant burden, and to entertain more open 
collaboration models. 

Clinical research data volume has been rising 
dramatically for decades as protocol design ob-
jectives and scope have increased. The diversity 
of sources for clinical research data—including 
specialty labs, mobile and wearable devices, and 
patient health records—has also intensif ied. 
Post-pandemic, the juggling of highly custom-
ized clinical trial executional models will drive 
the collection of more data informing operating 
performance, efficiency, and quality. This rapid 
expected growth in rich data volume cannot be 
managed by traditional means alone and will 
rely more heavily on sophisticated and aug-
mented analytics, including machine learning, 
risk-based quality management, and risk-mitiga-
tion techniques. 
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As the pandemic recedes and we gather more 
robust data on its full impact, we can anticipate 
wider variation in sponsor, CRO, and investi-
gative site operating strategies and practices. 
   We will look back at our collective response 
with not only amazement and pride but also the 
knowledge that the pandemic did not solve our 
perennial drug development operating condi-

tions. Rather, it necessitated experiences that 
aff irmed, informed, and elevated enterprise-
wide commitment to patient engagement and 
digital transformation.

—Reach Ken Getz via email                                 
at kenneth.getz@tufts.edu

ELLIGO HEALTH RESEARCH 
TEAMS WITH LAGUNA
Elligo Health Research has announced a part-
nership with Laguna Clinical Research As-
sociates. The companies will partner with ap-
proximately 20+ urgent care locations in diverse 
communities—with Laguna providing medical 
services and offering clinical research as a care 
option through Elligo to diverse patient popula-
tions. This model aims to engage research-capa-
ble healthcare providers and patients to expand 
these resources while enabling access to stan-
dards-based eSource data directly from clinical 
research sites. 

Thoma Bravo acquires Greenphire 
Thoma Bravo has announced that it has reached 
an agreement to acquire Greenphire from The 
Riverside Company. The deal, which is subject 
to customary regulatory approvals, is expected 
to close in the second quarter of this year. Jim 
Murphy, CEO of Greenphire, will continue to 

lead the company along with the existing man-
agement team in King of Prussia, PA.

Jefferies LLC and AGC Partners are serving as 
financial advisor to Greenphire and Jones Day is 
serving as legal counsel. William Blair is serving 
as financial advisor to Thoma Bravo and Kirk-
land & Ellis, LLP is serving as legal counsel.

Pharmasol advances psiXchange
Pharmasol has announced the availability of psiX-
change version 2.4, which automates the safety 
document distribution process within clinical tri-
als. PsiXchange is an automated system that es-
tablishes relationships between data from multiple 
sources. The new enhancements within this re-
lease include expanded site views, enabling sup-
port of clinical operations and site-based teams, 
and provides information in real-time to a variety 
of global recipients involved in the drug safety 
management chain.

—Staff and wire reports

ACT ONLINE

GO TO:
appliedclinicaltrialsonline.com                                                             
to read these exclusive stories and 
other featured content.

TOP 5 SOCIAL MEDIA

1. Medication Adherence Monitoring and 
    Management: Data Science & Patient Behavior
    https://bit.ly/3yNidGC

2. Inside Regeneron’s Monocolonal 
    Antibody Development
    https://bit.ly/34Ar2pB

3. Navigating New World of Dermatology Trials
    https://bit.ly/3fHxmC4

4. Transforming Clinical Event 
    Adjudication in the Era of COVID-19
    https://bit.ly/3i5HTZf

5. The State of the Clinical Trial Site 
    Technology Industry: Examining Key Trends
    https://bit.ly/2S1NqFx

eLEARNING:
Data plays a central role within drug discovery 
and as DCTs become more prevalent in the in-
dustry, the need to process and engage with en-
terprise level solutions and the integration of tech-
nology to map data to standards become a must. 
In this webcast, IQVIA will share the importance 
of how systemic compliance to standards together 
with a central data strategy can accelerate clinical 
development across an organization through an 
innovative FSP approach.
https://bit.ly/2ReApbm
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Christine Bahls 
Freelance Writer 
and Researcher

Early in the 1900s, the medical world began 
to suspect that different types of people were 
more prone to specif ic diseases than their 

peers. As the century progressed, others outside 
the medical world began to get suspicious, too. 

And when the world lost its semblance of sanity 
last March, as minority groups were dying from 
COVID-19 at higher rates than Caucasians, the 
world reacted; it called for real-world diversity 
in clinical trials and medical parity in the clinic.1 

Studies were published, opinion pieces, too, even 
ads were aired for clinical trial equality.2 Page af-
ter page in Google can provide the details. 

No doubt, the historical domi-
nance of the white man as a trial 
enrollee has thwarted gathering 
evidence-based knowledge re-
garding the health and welfare 
of non-Caucasians. Without the 
latter’s participation in interven-
tional trials, little can be ascer-

tained as to whether the drug helped, hindered, 
or even hurt them. This lack of knowledge is 
acutely felt in the f ield of oncology. “Certain 
compounds affect certain populations,” said Di-
ana Foster, PhD, vice president, Strategy and 
Special Projects, Society for Clinical Research 
Sites (SCRS). Diverse populations are “critical in 
drug development.”

To say that pharma has not paid attention to 
the problem of inclusion prior to the pandemic 
is inaccurate, those interviewed for this article 
said. An important point: inclusion can be de-
f ined in numerous ways, beyond the color of 
someone’s skin. 

Diversity, said Joan A. Chambers, Senior Di-
rector, Marketing & Outreach, Center for Infor-
mation & Study on Clinical Research Participa-
tion, is diff icult to define. “It can go down many 
different paths.”

One such path is pharmacogenomics. The hu-
man body has about 30,000 genes, and each one, 
on average, produces three proteins. That’s a lot 
of opportunity for therapies to encounter genetic 
hiccups and disrupted metabolic pathways.3 Add 
to that how bodies are inf luenced by prior genera-

tions, and the world they are living in now. A 2013 
study of 167 new-molecule-based therapies showed 
that one in five of them acted differently in minor-
ity groups, in different races and ethnicities.4

“Diversity certainly has a higher prof ile now, 
but pharma began funding [our Diversity Site As-
sessment Tool project] four years ago,” said Fos-
ter. “Diversity is a scientif ic and conceptual issue 
that continues to evolve and develop.” 

COVID-19 was not the im-
petus for pharma’s current focus 
on diversity in its trials, said Ma-
rie-Pierre Hellio Le Graverand, 
MD, DSc, PhD, senior vice pres-
ident and Pf izer’s Clinical De-
velopment & Operations, Global 
Product Development lead. “We 
have been working on [minority 
inclusion] for a number of years. 
It takes time to move the needle.” Hellio Le Grav-
erand and colleagues recently published Pf izer’s 
own clinical trial diversity track record for the 
last 10 years.5 The Pfizer representatives recently 
called for industry to address equity access to 
clinical trials.6

But the pandemic made it clear that the world 
wants that needle to move and move fast.

Brief look in the rearview
Scient ists began not icing d i f ferences among 
various groups, early on, start ing in the late 
19th century. (Mendel was growing and analyz-
ing his peas around 1865.) In 1932, J.M. Adams 
wrote about the dif ferences in blood pressure 
levels between a “group of white and [African 
American] workmen” in the American Journal 
of Medical Sciences.7  

Researchers then started reporting that differ-
ent types of people react differently to medical 
therapies. In 1952, Hockwald et al. showed that 
red blood cells of 10% of African Americans and 
some Caucasians were fated for destruction if 
these patients were regularly given the antima-
larial primaquine.8 In 1962, Tarlov et al. deemed 
the problem to be “an intrinsic abnormality of 
the erythrocyte,” as this “hypersusceptibility to 

The Many Paths of 
Diversity in Clinical Trials
How COVID-19 blazed a new trail for greater patient inclusion

Diana Foster

Marie-Pierre 
Hellio Le 

Graverand
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hemolysis by drugs is a genetically transmitted 
inborn error of metabolism.”9

FDA began its decades-long quest for inclusion 
in 1993, telling trial sponsors that if they wanted 
f inancial support for their clinical trials, they had 
to enroll other people besides young and middle-
aged white males. Five years later, FDA got spe-
cif ic: break out the ef f icacy data according to 
the participants’ age, race, gender and ethnicity. 
With the f irst installment of the Human Genome 
Project a few years away, maybe the agency was 
gearing up to review precision-based medicines.

In 2001, J.F. Wilson et al. set out to see how 
drug response worked in participants from China, 
New Guinea, Sub-Saharan Africa and Western 
Eurasia. They were tested for shared genetic re-
gions and then grouped with their genetic kins-
man. Ultimately, the participants were put into 
four groups. Expecting to f ind the four groups 
geographically aligned as well, what they found 
was that geographically, borders don’t exist: Ethi-
opians joined people of Jewish descent, Afro-
Caribbeans were, genetically speaking, neighbors 
of the West Eurasians. Human demographics 
are complex, the authors said, with no apparent 
natural clustering arrangement. The work does 
provide, they continued, a framework “for assess-
ing the appropriate level of resolution in relating 
genetic structure to drug response.”10

While FDA has approved and continues ap-
proving assay tests to ensure that the right medi-
cation, primarily for cancer patients, reaches the 
right genetic target, pharma’s long-running, one-
size-f its-all approach was still in use.11

But it was coming under attack.
In 2015, the CDER approved 45 new drugs 

with more than 105,000 patients enrolled. White 
people comprised 79% of that number, African 
Americans, 5% and Asians,12%.11 By 2019, Af-
rican American participation had reached 11%, 
according to FDA figures.12

This past February, an overview of 230-U.S.-
located vaccine trials with 219,550 patients con-
ducted between 2011 and 2020 showed both eth-
nic and racial underrepresentation. About 100 of 
the trial sponsors, or 58%, reported race; 79, or 
34%, ethnicity.13

In mid-May, another enrollment overview, this 
time of 207 U.S trials from 2007 to 2020 involv-
ing 8,429 pancreatic ductal adenocarcinoma pa-
tients showed that rates of enrollment for minority 

groups weren’t ref lective of real-world, higher 
diagnostic rates.14 The rates of somatic and germ-
line mutations in Black patients differ from other 
racial subgroups, so their response to therapy also 
differs, said co-author Kelly Herremans.15 Black 
participants were less likely, at 2.9%, to be in-
cluded in a Phase III trial than in Phases I and II, 
with each about 10%.16

Just two more studies of note: In 2010 Booske et 
al. found that social circumstances, environment 
and genetics affected health by half;17 by 2016, 
the United Health Foundation found those three 
drove a person’s health by 60%.18

Addressing the 
recruitment issue 
In 2019, a study underwritten by Merck & Co. 
along with many stakeholders, including the As-
sociation of Black Cardiologists, Inc. and SCRS, 
surveyed cancer centers, looking for those more 
successful in recruiting racially and ethnically 
diverse patients than others. In essence, these cen-
ters found it takes informed, back-and-forth com-
munication among all involved, while giving en-
rollees, their family and their referring physician 
more of a voice in making decisions. These sites 
also trained their investigators in cultural mores.19 

Work on the Diversity Site Assessment Tool, now 
scientif ically validated, began in 2016. Merck 
wanted help in f inding non-Caucasian trial par-
ticipants. “We consciously decided to approach 
the work scientif ically,” Foster said. “What are 
the sites lacking, what do they know and what 
are we going to teach them?” Over the next four 
years, the group devised self-assessment surveys 
to get answers to these questions. Its f inancial 
supporters include pharma members and CROs.

Some sites don’t know their own communities, 
she said. “The site could be in an urban location, 
and three blocks behind the hospital is a huge 
population of Spanish-speaking people, and they 
don’t even know it.” 

For the last survey, questions were sent to 437 
sites located in hospitals, private physician off ices 
that conduct trials and academic institutions and 
other research companies. Foster said SCRS will 
make the tool available; no specif ic training pro-
grams have been developed yet. 

The targeted improvements pinpointed in 
the study are similar to f indings in the 2019 
Merck-funded study: locate minority-based or-

We have 
been working 
on [minority 
inclusion] for 
a number of 
years
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ganizat ions that can help build a network to 
f ind minority participants, like community cen-
ters, churches, support groups; include different 
languages on the phone prompt; and help par-
ticipants get over hurdles, like f inding housing 
should the patient need to visit a site, for himself 
and family.

Joan Chambers knows all about the hurdles of 
f inding minorities for trials, and the need to use 
local organizations to f ind them. CISCRP has 
been minority focused since its founding in 2003. 
The goal has always been “how do we share this 
information about clinical trials in easy-to-un-
derstand content that does not sound scientif ic,” 
she said. The group disperses the information in 
the community, but it’s up to the recruitment arm 
to tailor the message for a specif ic study. 

Local organizations can support gatherings 
at community centers or churches, and edu-
cate about cl inical tr ials. And when they do, 
the questions that people ask at these gatherings 
all punch the holes as the studies geared to f ind  
minority patients: 

• Where can I f ind support?
• What is the time commitment?
• Does a participant have to know English

to participate in clinical studies?
• Can your primary care doctor refer you to

a clinical trial?
• What are trials, why are they important,

who is involved?
• Can your primary care doctor refer you to

a clinical trial?
At ZS, helping with minority recruitment is 

more about getting to the roots of “I won’t par-
t icipate,” and “I won’t invite this person in.” 
ZS, a professional problem-solv ing f irm, be-
gan its cognitive and behavioral science project 
six years ago. It has pharma sponsors, as does  
Foster’s work.

The point of th is project , 
said Jacob Braude, principal, is 
to identify the so-called mental 
shortcuts people take to make 
decisions, and to dismantle those 
shor tcuts that prevent some-
one from enrolling in a trial, as 
well as those shortcuts that site

coordinators and referring physicians take to 
discourage a would-be participant. Braude said 
academics have identif ied 100 such shortcuts. An 

example: A person with osteoporosis in her knee 
can get site injections four times a year. But this 
person only comes once, because her physician 
has told her, “Come back when there is signif i-
cant pain.” This shortcut is called moral regula-
tion in which the patient is balancing good and 
bad behavior. “We asked the patients, ‘do you 
have to earn your injection? and 60% said yes.’” 

Expand ing inc lus ion cr iter ia i s  a f ront-
burner item, supported by FDA and not a few 
pharma houses.

At IQVIA, researchers are 
“pressure-testing” inclusion and 
exclusion cr iter ia, sa id Mark 
Brown, head of Global Patient 
and Site Solutions at IQVIA in 
a statement. At Phase III, some 
eligibility criteria have become 
universa l ly accepted, or used 
as a template across trials. The impact: certain 
patient populat ions have been excluded from 
participation “without strong clinical or scien-
tif ic justif ication.” However, Brown continued, 
lifting those exclusions and using them to decide 
if these patients are eligible, and how including 
these patients would impact the trial—during 
tr ial design—could help tr ial sponsors better 
determine eligibility requirements. 

The COVID influence 
During the COVID trials, pharma had little choice 
but to get creative in finding minority participants. 
Trial sponsors had constant contact with regulators; 
sponsors monitored trial sites to see who was enroll-
ing, and then compared site numbers to make ad-
justments; they received FDA feedback and approv-
als while the trials were ongoing. The risk averse 
had morphed into the risk be damned.  

They relied heavily on technology to f ind hu-
man beings: digital health suites, virtual study 
coordinators, and mobi le phone informat ion 
to look at traf f ic patterns that would indicate 
where people were in lockdown. If a trial site 
needed help in recruitment or its staf f needed 
help with the technology, the sponsors would 
send in the Marines, as it were. They took the 
trial to the patients.

Janssen used mobile units to make sure its 
satell ite services could help screen potentially 
eligible patients in their communities. Pf izer also 
monitored traff ic. AstraZeneca “chased the vi-

 Jacob Braude

Mark Brown

The goal has 
always been 
“how do we 

share this 
information 

about clinical 
trials in easy-

to-understand 
content that 

does not sound 
scientific”
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With COVID, 
“we asked, 
how are we 
doing and how 
can we change 
things?”

rus with interactive speed maps to have a global 
picture of the affective areas,” said AZ’s Rachele 
Berria, vice president, U.S. Medical, BioPharma-
ceuticals in a Prix Galien webinar.20 AZ worked 
with IQVIA, governments and universit ies to 
f ind sites and used predictive modeling. It also 
ran systems in parallel (as did the others) and 
used wearables to monitor vital statistics. “We 
made ample use of telehealth,” she said. 

In a typical trial, sponsors look post-trial to 
see how well recruitment went, and so on, said 
Terry Murphy, Janssen’s Global Head of Stra-
tegic Operations, Pharmaceutical Development 
and Manufacturing Sciences, in the webinar. 
With COVID, “we asked, how are we doing and 
how can we change things?”

The casua l observer w i l l note that these 
new approaches rely heavily on technology to 
achieve what ult imately is a person-to-person 
event. However, it is certainly the improved 
technologies and processes used during CO-
VID—taking the trial to the patient—that can 
help change the overall inclusion demographic 
in clinical trials. 
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Allison Kalloo 
Medable Patient 
Advisory Council A s a response to the worldwide shutdown 

of non-essential businesses and to main-
tain clinical trial continuity, the industry 

turned to decentralized clinical trials (DCTs). 
Digital clinical trial tools–including eConsents, 
eSource, electronic patient reported outcomes 
(ePROs), electronic clinical outcomes assessments 
(eCOAs), telehealth visits, medication adherence 
apps, and eDiaries–have made it easier for pa-
tients to participate, ultimately positively impact-
ing real-world clinical trial outcomes. It’s no sur-
prise that these tools to decentralize research are 
being used increasingly. Industry Standard Re-
search’s 2020 survey indicated over 40% of spon-
sors are currently using hybrid trials and another 
32% said they had plans to start using hybrid tri-
als in the next two years.1

As life sciences companies began transitioning 
from brick-and-mortar clinical sites to a decen-
tralized “virtual” research model where study 
procedures can take place remotely, clinical re-
search ostensibly became more accessible to a 
broader swath of patients. This new approach 
dramatically reduced the most common burdens 
inherent to traditional trial participation. While 
there are many upsides, one of the most dramatic 
benefits offered by decentralized trials is the po-
tential to engage historically underrepresented 
communities. 

This sharp increase in decentralized research 
came at a time in the United States when racial 
inequity and social injustice came into sharp fo-
cus. Industrywide, the call for greater diversity 
has never been louder. Historically, only 17% of 
study participants at any given time and across 
all therapeutic specialties are people of color.2

By contrast, the Centers for Disease Control and 
Prevention (CDC) shows the disproportionate dis-
ease burden on the same populations in the same 
therapeutic areas. 

More specif ically, Moderna and Pf izer’s CO-
VID-19 vaccine trials faced scrutiny that raised 
concerns were about inadequate recruitment of 
minority populations and those most impacted by 
COVID-19 exposure, infection, morbidity, and 
mortality. The problem became so concerning 

that FDA expanded its guidelines for enhancing 
the diversity of clinical trial populations.3

Despite recent and profound medical and tech-
nological advances, there is limited evidence of 
these changes moving the needle toward more 
equitable clinical trial recruitment or improved 
health outcomes for racial and ethnic minorities. 
While decentralized clinical trials (DCTs) have 
great potential to improve these inequities, relying 
on them alone without accepting their limitations 
puts too much pressure on novel technologies 
when awareness of clinical trials and broad ac-
ceptance has not been embraced by communities 
of color.

Decentralizing to ease 
patient burden
One key reason why patient recruitment is so 
challenging is that traditional clinical trials often 
require patients to take time off from work, have 
ready transportation, and navigate a host of other 
inconveniences. Not surprisingly, these factors 
make many study opportunities inaccessible to the 
individuals and communities that need them the 
most. DCTs hold the promise of removing these 
burdens. In the last year, DCTs have improved 
recruitment rates by approximately 80%.4   

Easier participation equates to improved pa-
tient compliance, as well. The “in-the-moment” 
pat ient accounts af forded by a decentral ized 
approach offer the advantage of more accurate 
recollections of their experiences than data cap-
tured in-person, but weeks later. Patients offered 
the opportunity to provide study data in the con-
text of their home environments and day-to-day 
lives also brings the benefit of allowing ongoing 
improvement of digital health solutions and clini-
cal care. On their face, DCTs offer patients an 
easier way to participate in trials by providing 
technology as the intermediary, potentially mak-
ing participation not only more acceptable but 
also attractive. Bringing trials to a patient’s home 
enables the ultimate patient-centric trial experi-
ence, replete with easy access to ongoing, high-
quality resources and a care team not otherwise 
easily  accessible. 

5 Ways DCTs Can Positively 
Impact Trial Diversity
COVID-19 forces life sciences industry to make long overdue changes

Joni 
Venticinque 

Medable Patient 
Advisory Council
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DCTs also have the power to speed patient re-
cruitment, while reducing drop-out rates, possibly 
saving millions of dollars per day. As of 2016, 85% 
of trials failed to finish on time, greatly increasing 
the f inancial burden on sponsors. Additionally, 
the ability to collect high-quality clinical and real-
world data provide stronger evidence packages 
and digital endpoints to generate differentiated 
label claims.5

In addition to DCTs’ potential for increased 
patient enrollment and retention eff iciency, they 
can also enable tr ial teams to recruit a more 
inclusive, representative participant population. 
Yet, DCTs–stil l evolving–are just one path to 
diversity. So, what else can be done to bridge the 
gaps in diversity, equity, and inclusion in clini-
cal trials? As critical, how can combine the drive 
for decentralized clinical tr ials and improved 
equality to ensure truly effective and meaningful 
change across the industry?

Here are five ways to start moving that needle.

1. Acknowledge inherent
privilege and bias up front
Recognize that privilege permeates the clinical 
trial landscape so most who work within it see with 
only a limited lens. Trial teams can no longer dis-
miss obstacles or diminish their impact upstream. 
Just because a team member does not clearly see 
a problem does not mean it does not exist. Want 
to know what works? Ask someone. And then lis-
ten. Go back to the drawing board incorporating 
invaluable intel from the patient populations you 
seek to engage, then bring them back something 
that demonstrates they were heard. Repeat until 
you get it right. Remember this simple equation: 
Bias in, bias out.

2. Accountability starts
with leadership
Inclusion starts at the top. 

According to data compiled by Shonda Ander-
son-Williams, healthcare and life sciences digi-
tal transformation leader at Microsoft, diverse 
companies outperform the competition by 35%. 
Further, millennials are looking for a more diverse 
and inclusive workplace with 62% saying they 
want a career with social impact and purpose, 
and as many as 72% saying they would leave an 
organization for a more inclusive one.6 But tan-
gible leadership is demanded for one of the most 

important issues of our times. This kind of leader-
ship can face injury and assault by people who use 
defensive diatribes. Leadership, however, means 
pushing back and then measuring the impact of 
that response. Leadership always sets something 
measurable into motion. Take a stand. Otherwise, 
take a seat. 

Global Head of D&I at Astellas Pharma, Eloiza 
Domingo, says pharmaceutical companies should 
include diversity leaders in their product lifecycle 
teams and think about how they look at issues such 
as supplier diversity, community volunteerism, and 
corporate social responsibility efforts. It is also 
important to educate managers around hiring, 
promoting, and engaging diverse talent. Orga-
nizations need to build a clear case for diversity, 
inclusion, and cultural competence into their mis-
sion and values and articulate that from the bot-
tom up and the top down.  

3. Develop community
communications competence
Organizations must start any new trial effort by 
building community relationships. All too often, 
enrollment fails due to a lack of any established 
relationships. Overcome these enrollment barriers 
by becoming worthy of trust. 

Fostering these relationships begins with dia-
logue to understand the concerns of marginalized 
communities. Support local educational initia-
tives that center around creating better health 
outcomes. Embrace a continuous feedback loop 
and take crit icism with grace. Operationalize 
ways to consistently collect input from patients 
the way Medable is doing today, with its Patient 
Advisory Council. 

Once there is a framework established, then fol-
low through with those recommendations. The key 
to change is meeting people where they are. Lack 
of trust is well-rooted in history, perception, and 
fear of ongoing victimization. Thus, any organiza-
tion looking to make inroads with new populations 
must f irst acknowledge the historical facts that got 
us where we are, and then work to move past it.

4. Center the human Factor
in decentralized trials
Relying on digital technology to the exclusion of 
human interaction misses out on the texture of 
relationships and the very foundation of trust-
building—a critical component of effectively en-

Easier 
participation 
equates to 
improved 
patient 
compliance
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TRIAL DESIGN

DCTs bring 
the trial to 

the patient, 
removing 

the burdens 
of travel and 

distance

gaging communities of color who may often carry 
justif iable baggage. Relationships matter, par-
ticularly when it comes to patient recruitment, and 
the more the industry humanizes the process, the 
more humans will feel comfortable taking part    
in it.   

In addition, verify the validity of key perfor-
mance indicators by making space for real feed-
back by real people and develop a workf low with 
an iterative, inclusive process. Use those algo-
rithms to build in checks and balances and that 
make performance clear based on standards set by 
the full patient market. 

5. Address real
accessibility challenges
DCTs bring the trial to the patient, removing 
the burdens of travel and distance, as well as 
the need to take time of f from work. This, in 
turn, makes tr ia ls more accessible across a l l 
demographics. At the same time, DCTs require 
smart devices or computers and a reliable inter-
net connection. The same communities that lack 
access to traditional trials may also live in areas 
where there’s immature digital infrastructure. 
Study sponsors looking to diversify recruitment 
and democratize access can get an advantage by 
providing dedicated, reliable, highspeed internet 
when such situations arise.   

While merely setting up a site in a location 
near a population of color does not translate into 
study enrollees, DCTs can go a long way to begin 
to bridge the racial rift. Companies that have 
leveraged a decentralized model have achieved 
unprecedented results, including three-times faster 
patient enrollment and over 90% patient retention 
rates.7 The decentralized model has opened doors 
to more patients and reduced racial disparity in 
healthcare to improve overall outcomes. And, 
with increased trial access across all demograph-
ics, study data will grow more all-encompassing 
for greater insight into developing new treatments 
that help more people.

Given the road we’ve travelled to get here, in-
fusing decentralized trials with cultural sensitivity 
and patient-centricity is more important than ever 
if to diversify study enrollment.
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INVESTIGATIVE SITES
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W hile neither the lack of diversity in 
clinical research nor the need for pa-
tient centricity is new, recently, the 

clinical research community has been more de-
termined than ever to ensure that we take steps 
now to increase both in the most impactful, ef-
fective way possible. But while many voices are 
in agreement that this drive is necessary—and, 
indeed, achievable—quest ions st i l l remain, 
such as: How do we actually start creating those 
meaningful conversations?

In the summer of 2020, as the COVID-19 pan-
demic continued to spread, Leland Allen, MD, of 
St. Vincent’s Ascension, rapidly enrolled more than 
200 diverse (including Black and Latino) patients 
in a coronavirus trial. What is important about 
this? He did this in Birmingham, Alabama…right 
in the vicinity of the infamous Tuskegee trials that 
are often implicated as the very catalyst that drove 
a destructive wedge between the Black community 
and researchers that has persisted for decades.

The secret? Trust. As a respected, connected 
member of the Birmingham community, Allen has 
invested time and effort in building a solid, authentic 
foundation of trust within the area. When he teamed 
with Elligo Health Research, a healthcare-enabling 
organization that connects patients with clinical re-
search through their trusted care providers, patients 
had very little hesitation participating in a trial for 
COVID-19 research.

“There is nothing more important in the doc-
tor and patient relationship than trust,” says Al-
len. “And that’s not just in the context of clinical 
trials. It’s in everything we do. If a patient or the 
patient’s family doesn’t trust the provider, or they 
don’t trust the information from the provider, 
they’re never going to ‘buy in’ to the treatment or 
medical advice.”

Building trust takes time, patience, and the 
willingness to be humble and open. But there 
are no shortcuts if researchers truly want to be 
part of the change that will ultimately increase 
diversity in clinical research in a way that is sus-
taining and authentic. Building trust includes 
the following steps. 

Showing your worthiness 
of patients’ trust
The first step is taking an honest look in the mir-
ror and examining your own behavior. “Obvi-
ously, if you have time to build a personal relation-
ship with a patient, that’s best,” says Allen. “Then 
they recognize that you’re always honest and true 
to your word, and that trust grows. But sometimes 
you don’t have that opportunity. In that case, you 
need to convey to the patient that you are really 
interested in them as a person, and not just as 
someone with a disease or an illness.”  

Even if there is bad news involved, A l len 
urges full transparency. “No one wants to hear 
bad news,” he says. “But everyone wants to hear 
the truth. If you’re trying to soften the blow 
and aren’t completely honest, that will backf ire 
on you, because eventually the patient will f ig-
ure it out. Then their thought process will be, if 
that doctor wasn’t honest with me, what else is 
he not going to be honest about? And especially 
when it comes to asking them to participate in 
research, they will have no desire to trust you or 
your peers.”

Examining yourself first 
Being willing to be vulnerable yourself increases 
the likelihood that you will better connect with pa-
tients in a manner that exudes trustworthiness. That 
means asking yourself, “Am I truly doing everything 
I can to be worthy of a patient’s trust?” To help 
achieve that, paired with honesty, be sure to stay in 
“continually learning” mode so you are making your 
decisions with absolute confidence and assurance. 

“Especially in clinical research, our knowl-
edge and understanding changes all the time,” 
says Allen. “The amount of information we have 
available to us increases exponentially. So, even if 
everyone is being honest and forthright in how we 
report data, and the way we conduct clinical tri-
als, we need to be sure to have a healthy degree of 
suspicion to keep learning and studying and ask-
ing questions ourselves, to be sure we’re giving the 
right advice and doing the right thing with each 
and every patient.”

Steps Towards Diversity 
in Clinical Trials
Building authentic trust lays at the heart of  creating more patient-centric trials
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Working collectively 
Beyond individual efforts, building trust as an orga-
nization is paramount. Establishing an institutional 
reputation that endures and spreads in the community 
comes from creating a culture that carries enormous 
value. “Not only have I personally tried to establish 
relationships to build trust, but my hospital itself, St. 
Vincent’s Ascension, is the oldest hospital in the city,” 
Allen says. “We have a long track record in Birming-
ham. That’s why it’s important to do your best for 
every patient, because word gets around, and that hos-
pital’s reputation can last for a very long time.” 

Leading by example to establish that culture is 
the only way to make that happen, Allen says. And 
having that trustworthy reputation builds on itself. 
“Institutions tend to coalesce around a particular 
set of values,” he says. “If an institution focuses on 
trust and value above all, then it identifies and se-
lects doctors and nurses and other staff who share 
their values. And that set of values acts as a screen 
to ensure that everyone in that organization is 
aligned. That’s part of the reason why I’m at St. 
Vincent’s. Because I believe in what they do and 
how they do it.”

Communicating often 
and directly
“Depending where you are in the United States, the 
climate may be different between researchers and 
diverse communities,” Allen says. “Here in Birming-

ham, we have to overcome deeply rooted racial divi-
sions because of events that happened before many of 
us here were even alive.” But he believes that honest 
communication will help play a major role in rebuild-
ing trust. “We need to acknowledge the past honestly, 
while still saying, ‘This is what we’re going to do—to-
day—to protect you, and here is how you will benefit 
in being part of this study,’” he says. “And hopefully, 
because they trust you, they will have some faith and 
courage to step forward with you.”

In addition to direct communication, addressing 
language barriers plays a tremendous role, as well. 
Allen recently had a very sick patient who didn’t 
speak English. “His son didn’t speak English either,” 
he says. “Our discussion was through the patient’s 
niece, who was on the other end of a phone call, and 
while it was better than nothing, it was not optimal. 
So, I could walk in and smile, but that doesn’t convey 
nearly as much information as a direct conversa-
tion.” Including diverse researchers within your 
organization can help create a more solid bridge to 
trust to help minimize language barriers.

Building trust not only will help facilitate in-
creased trial diversity, but in the process of work-
ing to establish that trust, it will organically create 
patient-centric relationships—and patient-centric 
trials—at the same time in a very authentic, collab-
orative way. Ultimately, this will pay off by paving 
the way to a more connected, healthier global com-
munity across a diverse range of populations.

ELLIGO’S INTEGRATED RESEARCH APPROACH THROUGH HEALTHCARE

THIS GRAPHIC DEPICTS HOW ELLIGO WORKS WITH ITS PARTNERS TO CONDUCT CLINICAL TRIALS THROUGH A 
CONTROLLED AND CONSISTENT PATIENT ENROLLMENT PROCESS.
SOURCE: Elligo Health Research
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THERAPEUTIC AREAS

Jeremy Edwards 
CEO, Xperiome C ollectively, rare diseases affect around 4%-6% 

of the global population–about 300 million 
people, where half are children living with 

rare genetic disorders. Patient populations for individ-
ual diseases are usually small and spread out across 
many geographies, making it difficult for researchers 
to find sufficient people to participate in their studies. 
Unlike more common ailments, historical rare dis-
ease data is either not comprehensive or not available 
at all. 

Along with being difficult to research, living with 
rare diseases is often extremely challenging. Health-
care providers may not have access to relevant infor-
mation, making diagnosis and ongoing support dif-
ficult, with some conditions so rare that doctors may 
not have encountered them before. Patients usually 
move from doctor to doctor, trying to get an accurate 
diagnosis. There have even been accounts of patients 
waiting nearly three decades for a diagnosis. 

It is not that surprising then to see that many of 
the COVID-19 vaccine trials lacked participants 
with rare diseases, even though they are one of the 
patient populations most vulnerable to COVID-19. 
Unfortunately, rare disease patients are well-versed 
in dealing with uncertainty–many times, they, along 
with their caregiver, have to make tough decisions 
about their health, often with limited guidance from 
health specialists. 

How, then, are rare disease populations navigating 
the uncertainties around the vaccines and their over-
all health due to COVID-19?

Rare disease healthtech, Xperiome, and research 
consultancy Magnolia Innovation, are running a 
‘COVID-19 and You’ survey to understand how 
COVID-19 has impacted the rare disease commu-
nity. The survey aims to uncover the emotional toll 
of the pandemic, along with changes in patient and 
caregiver behavior. It is open to anyone aged 18 or 
over who has a rare disease or cares for someone with 
a rare disease. The survey results will be fed back to 
participants incrementally and shared with orphan 
drug researchers to help them build a deeper under-
standing of the needs of rare disease patients, particu-
larly during a global pandemic.

Initial findings from nearly 80 rare disease patients 
and caregivers that have taken part so far include 

eye-opening responses that paint a picture of isola-
tion, uncertainty, and an increased sense of urgency 
to improve symptoms due to fear of hospitalization.

Early finding 1: people 
affected by rare disease are 
anxious about COVID-19
When asked about changes in behavior since the pan-
demic began, 25% of respondents said they were now 
looking for information about their rare disease more 
often, and in terms of new behavior, 43% of respon-
dents said they now regularly spend time searching 
for information on how COVID-19 could affect their 
rare disease.    

Looking at the qualitative data, some respon-
dents feel that because their disease is ‘invisible’ their 
peers aren’t taking pandemic precautions seriously 
enough around them. Others are struggling to com-
prehend the effect coronavirus vaccines will have 
on their disease and their treatment plans. They 
are seeking more information and reassurance to 
make an informed decision regarding the benefit-risk  
of vaccination.

Quotes from survey respondents: 
• “We may look fine and healthy, but our lives, 

and our risk levels, are much different than 
yours.”

• “Be a bit more empathetic towards us–we are 
at greater risk than ever.”

• “It’s made me a bit more anxious. I’m going 
to take the vaccine but am worried about the 
side effects.”

• “It just brings out fear of how it might affect 
us since we’re already dealing with a life-
threatening illness–COVID just compounds 
that fear.”

Early finding 2: rare disease 
patients and caregivers are 
emphasizing treatments
Initial responses show a heightened treatment con-
cern in rare diseases brought on by the pandemic. 
39% of participants said the extent at which a treat-
ment keeps them from being hospitalized was of in-
creasing importance. Meaning less likelihood to seek 
treatment in a doctor or hospital setting.    

Rare Disease Patients 
Overlooked During COVID
Survey data shows individuals are not informed on how COVID-19 could affect their conditions
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FEASIBILITY

27% of participants also said they are now 
more likely to search for new treatment options. 
Participants are starting to evaluate their treat-
ment more closely, with some worried about the 
effects of immunosuppressants and a higher risk of  
COVID-19 infection.

Quotes from participants: 
• “I wish I wasn’t taking an immunosuppres-

sant during a pandemic, but it has helped me 
with my rare disease.”

• “I worry about drugs suppressing my immune 
system and COVID.”

• “As someone who is immunocompromised 
too, I’m not about to be getting in a Lyft/
Uber or an NEMT Medicaid transportation 
car to go for appointments for my own safety.”

Early finding 3: lockdowns and 
shielding measures have always 
been common in rare disease 
Some of the survey participants shared that their 
condition has prepared them for the COVID-19 
measures and normalized a lifestyle they already 
faced. Others have said these extra measures have 
heightened the isolation they had felt before COVID.    

Quotes from participants:
• “I was already masking in high-risk situations 

and avoiding sick people, so COVID was not 
a big deal to me.”

• “This is a taste of what I live normally, iso-
lated from many friends, and activities.” 

• “I feel like people need to have more empathy 
for people with rare diseases or disabilities. 
Many of us have lived with social distancing, 
masks, fear of getting sick or dying for years. 
And many of us will continue going through 
that. I hope it’s been a wakeup call to employ-
ers that you can make accommodations for 
disabled people like we have been asking for 
years, like working remotely.”

Raising the profile of 
the forgotten 6%
The early findings from the survey show that there 
have been significant opportunities for the industry 
to provide greater support. Rare disease patients and 
caregivers are anxious about getting COVID-19 and 
its effect on their treatment and health. As a result, 
they are spending more time than ever before actively 
searching for information, yet they find their anxiet-
ies and uncertainties unanswered.   

Inclusion of rare disease populations in large-
scale and accelerated clinical trials such as those for 
the COVID-19 vaccines will always be challenging. 
However, it is essential that pharma considers rare 
disease populations in their analyses of real-world 
data generated through the mass vaccination pro-
grams. Similarly, industry must work together to pool 
data on the impact of COVID-19 disease and the 
effectiveness of treatments to understand and com-
municate both the risk of disease and the benefit-risk 
of treatment options for rare disease populations.

Moving beyond the effectiveness of treatments 
and vaccines, the pandemic has created an opportu-
nity for pharma to gain insight into the experiences 
of those affected by rare disease; what life is like for 
someone with a disease that isn’t heavily researched, 
how frustrating it is when answers are not available 
for important questions, or the feeling of isolation 
that results from shielding to protect the health of  
loved ones. 

Given that the findings from the survey to date 
show there have been no significantly strong indica-
tors of built or diminished trust in pharma, pharma 
has an opportunity to sway that opinion in the  
right direction.

Impacts on orphan drug research 
No doubt COVID-19 has disrupted orphan drug 
research, with trial site closures, trial delays, and even 
cancellations. As trial planning builds momentum 
once again, industry attention has turned towards the 
potential for decentralized trials to change the way 
trials are run in the future.   

Early findings from this survey–such as the in-
creased fear of going to the hospital–corroborate 
those from a report conducted last year, which con-
sidered the openness of rare disease patients to decen-
tralized approaches to trials. The report found that 
study designs involving a mix of home and site visits 
are attractive as travel to sites is a common barrier for 
rare disease study participation.

Overall, initial data from the COVID-19 and You 
Survey shows positive signs for researchers. As the 
early data shows, patients and caregivers are spend-
ing more time evaluating their treatments and how 
effective they are in today’s post-pandemic world. 
Could this provide new opportunities for research 
and an increased willingness from patients to take 
part in studies?

Learn more about this survey by visit ing:        
https://bit.ly/3bLZhht.

Respondents 
said they 

now regularly 
spend time 

searching for 
information on 
how COVID-19 

could affect 
their rare 

disease
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Event Overview
Effective remote monitoring plans enable sites and sponsors to 
maintain trial participant safety, data quality, and data integrity. 
With limited availability to access research sites in person over 
the past year, sponsors and monitors rapidly changed how they 
review study procedures, subject status, and study progress at 
research sites. Challenges included: HIPAA-compliant tools to 
provide remote access to source materials, restricting medical 
record access to only the information needed, limiting the 
amount of time information is available, and promptly removing 
access when remote monitoring is complete.
It has never been more important for sponsors, monitors, and 
sites to learn how best to conduct monitoring visits remotely and 
securely. In this webcast, Emily Eldh and Ben Shankle of Advarra 
will provide considerations for implementing remote monitoring 
in a changed research landscape.

Key Learning Objectives
• Analyze the risks of missed monitoring visits with the 

challenges of implementing remote monitoring methods
• Understand the FDA’s guidance on delayed or missed 

monitoring visits due to the COVID-19 pandemic including 
documentation requirements for changes in monitoring 
methods and timing

• Review methods for conducting remote monitoring visits, 
avoid technological challenges, and minimize data privacy 
and security concerns

Who Should Attend
This content applies to research coordinators and regulatory 
staff from hospitals, universities, academic medical centers, 
and independent research sites as well as study sponsors 
and monitors.

Remote Monitoring: 
Study Compliance in a 
Changing World

Register for this free webcast at: 
www.appliedclinicaltrialsonline.com/act_p/compliance

For questions email
mdevia@mjhlifesciences.com
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Lindsey Klane 
Vice President, 
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We know we have 
a systemic problem 

with patient 
enrollment, and 
diversification is 

part of the solution

Improving Clinical Trial 
Patient Diversity: Can 
Central Imaging Play a Role?

Digging deeper
Prostate cancer affects Black males ~2X more 
than White males. Thus, the current situation 
of Black males only constituting 3% of PCa trial 
enrollment is misaligned with the disease manifes-
tation in the general population. Likewise, while 
the incidence of breast cancer is relatively equiva-
lent between Black and White Americans, White 
women make up 78% of breast cancer trial par-
ticipants and Black women only 2.5%. 

The impact of these discrepancies is threefold: 
it produces data that does not ref lect the general 
population, it increases regulatory risks to product 
labeling based on a therapy’s safety and efficacy 
in a specif ic demographic, and it limits ethnic 
minorities’ access to potentially impactful experi-
mental treatments. 

Expanding site access 
Among the factors contributing to the diversifica-
tion gap is investigative site location. Currently, 
large academic medical centers make up a high 
concentration of clinical research sites, limiting 
access to the broader population that may be 
served at local community hospitals. Addition-
ally, since participating in a clinical trial requires 
frequent and logistically challenging investigative 
site visits, many patients choose to not participate 
due to the need to take time off from work, secure 
childcare, and incur the cost of travelling. 

This begs the question: If we limit site partici-
pation based solely on existing relationships, are 
we limiting our access to patients?

How can central imaging help?
In clinical trials that require medical imaging, ev-
ery image counts—especially when imaging data 

is tied to a primary or secondary endpoint, or to 
safety or exclusionary criteria.

By leveraging an imaging core lab’s site da-
tabase and by partnering with enterprise image 
exchange providers, we can expand options for 
image acquisition beyond the academic medical 
centers. In fact, one PI could have multiple centers 
associated with their investigator site to reduce the 
burden of patient travel. Traditionally, imaging 
core labs have been open to qualifying multiple 
imaging facilities within a trial. The next step is to 
proactively plan the identification of more accessi-
ble centers that will support patient diversification.

Another area of improvement is providing ac-
cess to zero–technology footprint solutions, which 
will enable ease of site onboarding, simplify elec-
tronic image transfers, and support sites with the 
execution of local clinical research imaging reads. 
With fast image-upload and onboarding times, 
and by making imaging guidelines and trainings 
available online, we can help expand site partici-
pation while maintaining quality and consistency.

By identifying more imaging facilities and 
providing simplif ied processes, pharmaceutical 
companies and CROs can create modified feasi-
bility plans and expand their network of sites, ul-
timately increasing their reach to a more diverse 
patient population. 

Conclusion 
Ultimately, we know we have a systemic problem 
with patient enrollment, and diversification is part 
of the solution. If we all do our part in tweaking 
our processes and services, we can overcome this 
challenge and better achieve our goal of gaining 
full knowledge in order to develop the safest and 
most effective treatments.

S ince the late 1990s, the number of countries participating in clinical trials has increased by 78%, 
but this global expansion has not increased the diversity among participating patients. At the 
same time, clinical trial sponsors face patient enrollment challenges—particularly in oncology 

research, which is growing rapidly and increasing in complexity of study design and eligibility require-
ments. As a result, finding and competing for the right patients is a hurdle that needs to be addressed. 
A solution to this as an industry is in improving clinical trial patient diversification. This includes ser-
vice providers, including centralized medical imaging providers, who must challenge their processes to 
support the enrollment of a more diverse patient population.
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For technical questions about this webinar,  

please contact Martha Devia at MDevia@mjhlifesciences.com
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Connected Data Flow and Standards: A data management approach
combining standards, technology and data flow to accelerate FSP 
clinical development

Presented by:

Sponsored by:

• Highlight how standards, technology and data flow can work 

together to accelerate your clinical development processes 

through an FSP solution

• Discuss the importance of true adoption and compliance 

enabling connectivity towards a push-button study setup 

(eCRFs through TLFs and DMP)

• Discuss the possibilities of a holistic approach to data 

cleanliness through centralized data review and issue 

management.  (Case study E2E example)

Register now to hear the latest capabilities that are changing how 

clinical trials are being delivered with better, more timely patient 

insights enhancing patient safety and improving overall study 

quality.

4 Key Takeaways

• Realize the importance of systematic compliance to 

standards and the full impact of deviations from those 

standards  

• Understand how the systems interact (MDR/CDR/workflow 

tool) to optimize the automation of digitized processes 

• Establish the importance of synergetic enterprise level 

solutions versus disparate transactional solutions 

• Discover how connected data flow and standards improve 
overall study quality, and operational efficiency, leading to 
improved patient safety

Regisiter now for free! 
www.pharmexec.com/pe_p/
drug_lifecycle

Live webinar 

Friday, June 11, 2021  
at 11am EDT

Register now for free! 
www.appliedclinicaltrialsonline.com/
act_p/data_flow

SPEAKERS:

Christina Lentz Larsen 
Associate Director,  
Data Management Innovation, 
IQVIA

John Gabra 
Associate Director,  
Data Management Innovation, 
IQVIA

MODERATOR:

Lisa Henderson 
Editorial Director, 
Applied Clinical Trials
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Increasing patient recruitment
and retention using innovation 
and a range of services including:

Contact us today to find out how 
we are helping customers to deploy 
these models for positive outcomes.

–   In-Home Clinical Services

–   Wearables and Sensor Management

–  Direct to Patient Contact Support

–  Clinical Supplies Management

–  Remote Monitoring including 
 Remote SDV

Decentralised & hybrid  
clinical trials

ICONplc.com/dct

ACT0621_Ads_v2.indd   4ACT0621_Ads_v2.indd   4 6/2/21   8:12 AM6/2/21   8:12 AM

https://www.iconplc.com/services/clinical-research-services/decentralised-and-hybrid-clinical-solutions/index.xml
https://www.iconplc.com

	C1_ACT0621
	C2_ACT0621_FP
	003_ACT0621
	004_ACT0621
	005_ACT0621_FP
	006_ACT0621
	007_ACT0621
	008_ACT0621
	009_ACT0621_FP
	010_ACT0621
	011_ACT0621
	012_ACT0621
	013_ACT0621_FP
	014_ACT0621
	015_ACT0621
	016_ACT0621
	017_ACT0621
	018_ACT0621
	019_ACT0621
	020_ACT0621
	021_ACT0621
	022_ACT0621
	023_ACT0621_FP
	024_ACT0621
	025_ACT0621
	026_ACT0621
	027_ACT0621_FP
	028_ACT0621
	029_ACT0621_FP
	030_ACT0621
	C3_ACT0621_FP
	C4_ACT0621_FP



