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How Cloud Technologies are Enabling the 
Decentralization of Clinical Trials

Presented by:

Sponsored by:

Join partners IQVIA Technologies and Salesforce as we explore 
the new decentralized clinical trial paradigm, both for patients 
and sites, that has become a reality, and why it has become the 
industry’s new technological imperative.

This presentation will highlight how industry leaders Salesforce 
and IQVIA are shaping the future of clinical development by using 
cloud-based technology to create clinical SaaS-based solutions, 
including remote monitoring, and CRA-centric tools making 
decentralized trials a reality. 

Register now to learn how

•  Decentralized trials enhance patient-centric participation and 
the patient experience

•  Remote monitoring helps reduce risk, while increasing quality, 
efficiency and safety through automation and the application 
of artificial intelligence 

•  New CRA solutions streamline processes and reduce site 
burden   

•  End-to-end integrated technologies enable intuitive workflow 
processes to shorten timelines

3 Key Takeaways

1. Cloud technologies are helping digitize clinical development 
with innovative solutions 

2. SaaS-based decentralized trials, remote monitoring and CRA 
technologies are advancing clinical development 

3. Integrating data insights with advanced analytics are creating 
connected intelligence to automate workflows and drive the 
next best action

Live webinar 

Wednesday, May 19, 2021 
at 12pm EDT

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

SPEAKERS:

Melissa ‘Liss’ Easy 
Vice-President, Clinical 
Technology Offerings, 
IQVIA

Ian Marks 
VP, Global Industry  
Strategy - Life Sciences, 
Salesforce

MODERATOR:

Amber Lowry 
Senior Editor of Special 
Projects,  
Applied Clinical Trials
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Lisa Henderson
Editor-in-Chief

The problems of 
clinical trial diversity 

have been long-
standing in this 

industry for years

Clinical Trials Day Every 
May, or Every Day? 
May 20 is Clinical Trials Day. If you don’t 

know about the day, or its history, please 
access ACRP’s resource here: https://

www.clinicaltrialsday.org/about. Using the hashtag 
#CTD2021 on May 20, you’ll be able to follow how 
this event is recognized globally. Given that clinical 
trials became more well-known than ever with CO-
VID-19 prominence, 2021 would be a great year for 
those inside the industry to take a collective bow for 
all the work that goes into a single clinical trial, let 
alone the thousands that are running every day. 

With the successes of the COVID-19 vaccine 
trials and treatments, which are still continuing and 
will continue–unfortunately–in the form of Long 
COVID, many have called for the industry to “not 
go back.” That is, to take all of the new processes, 
technologies, collaborations and incorporate them 
into clinical trials of the present/near future. 

There is something to be said for the “#NoGo-
ingBack” movement. But there is also something to 
be said for realizing how we got here. And that is 
a healthcare/medical and clinical trials/scientific 
ecosystem that work in parallel, needing each other, 
but never communicating figuratively and literally, 
if you are speaking of data interoperability. 

Should it be a surprise that the many actions 
needed around clinical trials to become more ef-
ficient and patient-centric are also the ones needed 

to counter healthcare disparities? Ie., in reach-
ing rural populations, people with disabilities and 
chronic conditions, people without access to flexible 
transportation, people on fixed or low incomes? 

The problems of clinical trial diversity have been 
long-standing in this industry for years. COVID-19 
brought it to the forefront, again. But doesn’t the 
fact that the lack of heterogeneic clinical trials as a 
perpetual problem signals a larger issue? Not just 
the inequality of healthcare access, but that clinical 
trials are hard to find, cumbersome to participate 
in, stressful and harbor the potential for no emo-
tional or physical reward…aren’t those symptoms 
of something larger at play?

But clinical trials have pre-existing conditions. 
They exist after the trusted physician relationship. 
They exist after the diagnosis. As an unfamiliar 
add-on to an already overwhelming experience. 
Clinical trials need to find their way into a more 
simple system. And/or using real-world evidence, 
as that informs trial decision-making. Or into 
the learning healthcare system. Earth Day is cel-
ebrated on April 22. Does anyone remember the 
saying, “Earth Day is Every Day”? That’s where 
clinical trials need to go. They need to be a true 
part of everyone’s health, which can be quickly ac-
cessed and integrated and learned from much more 
quickly. Clinical Trials Day is Every Day. 

https://www.clinicaltrialsday.org/about
https://www.clinicaltrialsday.org/about
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LIVE WEBCAST
Wednesday, May 26, 2021  

11am EDT | 8am PDT | 4pm BST | 5pm CEST 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_d/compliance

For questions email 
mdevia@mjhlifesciences.com

Ben Sharkle
Director, Data & Privacy Protection 

Advarra

https://www.appliedclinicaltrialsonline.com/act_d/compliance
mailto:mdevia@mjhlifesciences.com
https://www.appliedclinicaltrialsonline.com/
https://www.advarra.com
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WASHINGTON REPORT

Jill Wechsler
Washington 

Correspondent

BIDEN SEEKS ADDED 
FUNDING FOR RESEARCH, 
DISEASE TRACKING
In a preview of the administration’s spending 
priorities for the coming fiscal year, the White 
House sent Congress a summary of “topline” 
funding requests this month, which continue ef-
forts to combat the COVID-19 pandemic and to 
restore the nation’s economic health. The main 
initiatives of the administration’s $1.5 trillion 
budget plan would increase outlays for educa-
tion, climate change and housing, as well as  
public health.   

To better prepare for the next pandemic, the 
White House seeks a significant increase in dis-
cretionary funding for the Centers for Disease 
Control and Prevention (CDC), proposing a $1.6 
billion increase to an $8.7 billion budget able to 
modernize data collection and boost support for 
local health departments. The National Strategic 
Stockpile would gain almost $1 billion to replen-
ish critical supplies and continue restructuring 
efforts launched during the pandemic. There’s a 
mention here of the need to provide “investments 
to enhance FDA’s organizational capacity,” but 
more detail will be spelled out in the administra-
tion’s formal budget plan for 2022, which is ex-
pected next month. FDA may be further affected 
by initiatives designed to end the opioid crisis 
and the HIV/AIDS epidemic and the need to vet 
new treatments in these fields.

In hopes of gaining additional funding, FDA 
is clarifying how it would use further resources 
to “enhance” agency operations. In recent com-
ments to the Alliance for a Stronger FDA, Acting 
Commissioner Janet Woodcock highlighted the 
need for funds to support further modernization 
of FDA data and information systems and to step 
up inspections and surveillance across drugs, 
biologics, vaccines and medical devices. These 
priority initiatives already will benefit from an 
added $500 million provided to FDA in recently 
enacted pandemic legislation, but “adequate 
funding” is needed to keep up with data modern-
ization efforts, Woodcock noted. The pandemic 
made very clear, she said, that FDA and industry 
lack insight into the supply chain and need to in-
vest more in this area. For modernizing data sys-
tems, FDA is working to establish an enterprise-
wide platform with common data standards that 
will enable systems to talk to each other.

FDA furthermore could be involved in vet-
ting research that arises from the administra-

tion’s most prominent initiative, the launch of 
the Advanced Research Projects Agency for 
Health (ARPA-H). The Biden plan provides 
$6.5 billion to establish this new entity within 
the National Institutes of Health (NIH) as a 
way to drive “transformational innovation” 
in health research and speed access to break-
through treatments. ARPA-H initially would 
focus on cancer, diabetes and Alzheimer’s dis-
ease and is modeled after the military’s Defense 
Advanced Research Projects Agency (DARPA), 
with project funding decisions made by pro-
gram managers, as opposed to the peer-review 
process of NIH research institutes. The aim is 
to be more f lexible, with staff able to expand or 
cancel projects based on results.

While the biomedical research community 
generally applauded the ARPA-H plan, there is 
concern that the new initiative would reduce re-
sources available to fund ongoing NIH programs 
and its main biomedical research mission. The 
new program would take up most of the $9 bil-
lion increase for NIH, which would see its budget 
rise to $51 billion. It’s not clear how this innova-
tive research agency will be situated within NIH, 
who will oversee its operations, and how it will 
interact with biopharmaceutical companies and 
other agencies such as FDA. President Biden has 
been a strong advocate for cancer research and 
has discussed this kind of initiative previously 
with Congressional leaders. Some research ad-
vocates had hoped for a more independent entity 
that would stand alone within the Department of 
Health and Human Services (HHS) and will be 
looking to inf luence its mission and organization 
in the coming months of funding debate.

Separately, the White House announced the 
formation of a new national network to identify 
and track coronavirus mutations that raise fears 
of triggering another pandemic. President Biden 
unveiled a $1.7 billion plan to expand COVID 
genomic sequencing by CDC and state health 
departments and to create six “centers of excel-
lence” at leading academic centers to share and 
analyze data on emerging disease threats. In 
addition to funding genomic sequencing capacity 
on the state and federal level, the new program 
would build a National Bioinformatics Infra-
structure throughout the public health system. 
The White House aims to generate support for 
this and other public health programs by provid-
ing millions in funding to states to expand such 
efforts locally.
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EU REPORT

Peter O’Donnell
Brussels 

Correspondent

NEW STRUCTURES TO 
TACKLE NEW CHALLENGES 
IN EUROPEAN HEALTHCARE
Pressure is mounting in Brussels for the cre-
ation of new structures to debate pharmaceutical 
policy—with the drug industry making most of 
the running. It’s a critical moment in Europe for 
policy formation on healthcare. The drivers in 
Europe are not just COVID, but a growing sense 
among many actors in the healthcare world that 
longstanding divisions amongst them are inhibit-
ing the sort of improvements that European citi-
zens are entitled to expect.

At the official level, the EU has already ac-
knowledged the need for some closer alignment 
between its distinct but overlapping institutions, 
with the emergence of declarations of intent to 
create a European Health Union and promises 
of a radical review of EU rules on pharmaceuti-
cals—all predating the arrival of COVID’s addi-
tional impact of concentrating minds. In concrete 
terms, the most visible new official moves so far 
are the structures created for joint procurement 
of supplies of COVID vaccines, and new links 
between the European Medicines Agency and the 
European Centre for Disease Control for combat-
ing drug shortages. But there is support within the 
European Parliament and the European Commis-
sion for more ambitious official EU engagement 
in health policy and a corresponding extension of 
EU competences into traditionally national gov-
ernment territory—although as a telling demon-
stration of the sort of divisions that dominate Eu-
rope, this is viewed by many of the member states 
in the EU’s Council with extreme caution and has 
even provoked some downright resistance.

But the pressures come from other actors too. A 
broad-based grouping, the self-styled EU Health 
Coalition, has entered the fray with a call for “a 
permanent multi-stakeholder forum for better 
access to health innovation.” This is needed, it 
says, to “contribute to guaranteeing more equi-
table access to health innovations for all European 
citizens and patients.” The group’s make-up is an 
interesting mix: medical specialty organizations, 
rare disease support groups, patient federations, 
biobanks, the Wellcome Trust—and a phalanx of 
industry associations representing manufacturers 
and wholesalers of medicines and medical devices.

The agenda of this impressive line-up is also 
an interesting mix. According to its just-released 
manifesto, collaboration is needed between Eu-
ropean policymakers, member states, and all 

other actors across the health community—and 
even more so in the wake of COVID. But the 
aims range from leveraging the latest scientific 
advances and positioning Europe “as a hub for 
innovation in health” with “a well-functioning 
research ecosystem” to recognizing “the right 
of everyone to timely access” to affordable care, 
tackling health inequalities, and responding to the 
widely differing health status of citizens across the 
economic divides of west and east Europe.

These goals are not, of course, mutually exclu-
sive, or even—in principle, at any rate—antitheti-
cal. But their enunciation slides somewhat glibly 
over the underlying tensions that condition these 
issues in Europe. There is a suggestion among 
all the rhetoric that somehow all the problems 
will be solved if only new drugs and devices get 
faster market access. The distinctively pro-in-
dustry tone—“access to medical innovation and 
new digital technologies is very patchy across EU 
countries,” with the blame laid largely at the door 
of “reimbursement processes whether national or 
regional”—is an odd match with the references 
to low life expectancy in Bulgaria or challenges 
in providing care to populations discriminated 
against by gender or ethnicity.

The messaging was reinforced when the head 
of the main European drug industry federation 
praised the manifesto during a multi-stakeholder 
conference on access to medicines at the end of 
April. “As an industry we have no doubt that it 
is only through jointly analyzing and addressing 
barriers to access, availability and affordability 
of medicines that we will reach successful and 
sustainable solutions for today and tomorrow’s pa-
tients,” said Nathalie Moll, the director general of 
EFPIA—and a prime mover in the formation of 
the coalition. “This is why we strongly support the 
call of the EU Health Coalition to the Portuguese 
Presidency ahead of today’s event for the set-up 
of an EU Forum for Better Access to Health In-
novation, a paramount steppingstone towards the 
achievement of the shared goal of equal access to 
innovation across the EU,” she added.

No-one would deny that Europe’s healthcare 
provision is perfectible—to say the least. And 
the better solutions to the complex problems of 
healthcare are always going to come from see-
ing the bigger picture together rather than from 
trench warfare among hostile groups. But the 
process will be more constructive if it is based 
on precision and clarity in forming groups and 
setting agendas.
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Q&A

Michele 
Russell-Einhorn                    

Chief Compliance 
Officer, Advarra

   
It’s a miracle that in 
March last year, the 
country was starting 

to shut down and 
here we are, a year 
later, and we have 
four vaccinations

PROTECTING PATIENTS 
IN COVID-19 VACCINE 
CLINICAL TRIALS
Pfizer, Moderna and Johnson & Johnson have 
started to expand COVID-19 vaccine clinical 
trials to include pregnant women and children 
under 12 years old, and soon Pfizer will begin 
trials on children two to f ive years of age. With 
scientists reporting the pandemic may never 
be fully controlled until children are vacci-
nated, the questions of ethics, safety and speed 
turns to that patient cohort. To get more in-
sights, Applied Clinical Trials spoke with 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 clini-
cal site technologies.

Applied Clinical Trials: Advarra’s IRB and 
IBC supported 100% of Operation Warp 
Speed (OWS) vaccine trials. Can you ex-
plain Advarra’s role?
Michele Russell-Einhorn: Advarra has 
been honored to have played its role in over-
seeing research to f ind ways to prevent, treat 
and diagnose COVID-19. We have as our larg-
est service, the IRB review service, but also 
has the institutional biosafety service (IBC), 
which precedes the IRB review. For the re-
search studies that are part of Operation Warp 
Speed, we’ve either done the IBC review for 
that research, or the IRB review for the re-
search or both. In the case of Moderna, we did 
the institutional biosafety review, and we did 
the IRB review.

ACT: Was there anything different about 
reviewing protocols for the OWS initia-
tive than any another trial? 
Russell-Einhorn: It really wasn’t what was 
dif ferent about this from another tr ia l, as 
much as what’s been different about research 
in the pandemic, as a whole. We have been 
overseeing 700-plus main protocols in CO-
VID-19. And with every one of them, there’s a 
sense of urgency. And notwithstanding the ur-
gency, there’s also a need to maintain quality  
and expertise. 

The companies have been working very 
hard to get these agents out to the public. It’s 
a miracle that in March last year, the country 
was starting to shut down and here we are, 

a year later, and we have four vaccinations. 
Operation Warp Speed was really the catalyst 
to place all of the pandemic research into this 
more urgent category. 

The other issue is that we are used to drug 
and device development taking a long time, 
and this took 11 months. But it doesn’t mean 
there’s anything wrong with it, and notwith-
standing the issues with AstraZeneca and J&J, 
every once in a while, there’s a commercially 
available drug that gets recalled by FDA. And 
the fact is that an FDA approved drug may 
have gone through eight years of drug develop-
ment and a 300,000-person Phase III trial, but 
everything has some risk, and we need to bal-
ance the risks. 

This is an opportunity to look at how did 
we do this in 11 months. And what can we 
learn from this and take going forward for all  
other research.

ACT: How was the company able to pro-
cess the amount of documentation re-
quired to protect patients in those trials? 
Russell-Einhorn: Advarra has many years 
of experience in the area of multi-site research 
and has been overseeing research with up-
wards of 300 sites. In order to do that, we 
have always needed to have a system in place 
that incorporates all the people—the board 
members, IRB members, operations staff, and 
others—who can receive and review the docu-
mentation and ensure that it’s communicated 
and acted upon. 

We’ve always been able to take a main pro-
tocol, manage hundreds of sites, the unique 
informed consent forms from these sites, the 
many amendments that come in that then have 
to be acted on and communicated back to this 
individual sites, the unanticipated problems. 

When the pandemic hit, Advarra was al-
ready 60% remote, so it didn’t affect our work-
force. We knew what needed to make the rest 
of the company remote-based. Our system 
itself was already set up to receive urgent sub-
missions and unique informed consents and 
to immediately manage a main COVID-19 
protocol that involve, for example, 200 sites. 
We have always been eff icient in our reviews, 
with comparisons between academic institu-
tions and an independent IRBs, so we had to 
become even more eff icient at the same time 
that we maintained quality.
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ACT: Pediatric participation in clinical  
trials is necessary, but also concerning 
for parents and guardians. How has in-
dustry helped them feel more assured  
to participate?
Russell-Einhorn: One issue that came up 
at the beginning of the pandemic was can the 
IRB regulations manage COVID-19? But it’s 
really no dif ferent than when gene therapy 
or CAR-T came along. The answer is that 
for IRB’s, the 111 criteria is really quite good 
[CFR 46.111] (see: https://bit.ly/3ochIAU). It 
can be applied to CAR-T cell research, gene 
therapy, and indeed COVID-19 research…you 
have to make sure that risks are reasonable, 
and that subject selection is equitable. That 
there’s appropriate data and safety monitoring. 
But for anything that’s HHS-supported or con-
ducted, and also for FDA regulated research, 
we have the specif ic requirements for pediatric 
determinations. And so again, we see the fore-
sight in putting forward those specif ic regu-
lations to protect that population of minors 
works in with respect to COVID-19. 

From the perspective of the IRB, the re-
quirements for data safety monitoring as ap-
propriate for assent by minors, for permission 
from parents, is already there to apply to CO-
VID-19 research. But one thing about the pan-
demic was situations of children on ventilators, 
which is very sad, very dif f icult. You might 
have a research protocol, where you decided 
that assent was required from minors. But the 
IRB hadn’t considered waiving that assent in 
regard to ventilators. As the pandemic evolved, 
and we saw how serious it could be, we real-
ized that we had to ask extra questions. An 
IRB can always go back and review something 
as necessary. And sponsors can come always 
come in and modify protocols. But how this 
impacted some minors could be heartbreaking 
at times.

ACT: What would be cause for concern 
by an IRB if included in an Informed Con-
sent Form for children?
Russell-Einhorn: This actually raises issues 
that apply to both a pediatric population and 
an adult population. But in regard to CO-
VID-19 and research involving children, there 
are certain medical condit ions l ike asthma 
and obesity, that make individuals more vul-
nerable, more susceptible to severe illness. If 

you had a research protocol seeking to enroll 
minors, and it required them to give up stan-
dard of care therapy in order to participate 
and they had asthma, that would be cause for 
concern by the IRB. An IRB might say that 
the risk of giving up the standard of care op-
tion is not reasonable in terms of the benef it 
the individual might get from participating in 
the research. 

The other issue is mandatory biopsies, in 
either the pediatric or adult population. Re-
search often includes a requirement for a man-
datory biopsy, which is different from what I 
would call an extra blood draw, or an extra 
bone marrow, where the procedure is already 
happening but requiring more of it at the same 
time. But a mandatory biopsy is a dif ferent 
activity. It’s separate from a procedure the par-
ticipant is already being asked to go through. 
That mandatory biopsy could be minimal risk 
if it’s, for example, a skin biopsy. But it could 
be very serious if it’s a liver or lung biopsy. 
And when you’re dealing with investigational 
agents under FDA oversight, there are fre-
quently protocols that include mandatory bi-
opsies because they want to see how the drug is 
working, how it’s manifesting itself in tissue. So 
it’s not an unreasonable request, but it has to 
be carefully evaluated.

There has been a lot of discussion around 
the issue of mandatory biopsies. The Sec-
retar y ’s Adv isor y Commit tee on Human 
Research Protections (SACHRP), discussed 
it in their annual meet ing and ASCO had 
an ar t icle about it . It ’s become a bit of a  
hot topic.

ACT: What other trends are on the table 
for ethical pediatric research? 
Russell-Einhorn: We’ve drawn lines to re-
view this research for adults vs. pediatrics for 
numerous years. And we need to ask whether 
we should be drawing those lines as sharply as 
we have been. Since we do make a distinction 
between a minor and an adult, and a 17-year-
old is considered a minor. But most 17-year-
olds wouldn’t consider themselves minors and 
17-year-olds who are in college wouldn’t con-
sider themselves not capable of giving consent. 
Maybe it’s time for us to rethink the def ini-
t ions of a minor and whether they actually 
remain useful, g iven the state of research  
right now.

https://bit.ly/3ochIAU
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Maximizing the Value  
of Remote Monitoring
Pandemic-forced move to remote monitoring calls for industry-wide collaboration

A simple question: Will remote site moni-
toring (and remote patient monitoring), 
adopted out of need over the last year, be-

come permanent assets in clinical trial protocols? 
The simple answer is yes. The success achieved 

in the creation of the coronavirus vaccines, from 
speedy development to speedier authorization, 
leaves litt le doubt that remote monitoring has 
value. COVID-19, said Samuel Volchenboum, 
MD, PhD, MS, University of Chicago Medicine, 
forced the issue of enrolling patients and running 
trials remotely.

But define value: how and to what extent? Is the 
value sought in a piecemeal fashion, as in wanting 
cost savings from fewer site visits? Or by focusing 
on patients, making enrollment and adherence 
more attainable by allowing use of apps or wearable 
devices so they can participate from wherever they 
live? Or just looking for those anomalies, findable 
in real time, which therefore allow protocol tweaks 
if need be?

No, said those interviewed for this story, the sole 
way to get total value out of remote monitoring is 
to design the entire trial with checks and balances, 
recording data in real time so there is control and 
transparency, ensuring all sources are traceable, 
trackable and analyzable. In other words, trying re-
mote monitoring without imbuing the protocol with 
risk-based quality monitoring from stem to stern 
will save neither money or time.

Which brings us to discus-
sion of the complex answer. Be-
fore COVID-19, these checks 
and balances were available, but 
few sponsors wanted any part of 
them. Using source data verifica-
tion and electronic data cap-
ture was familiar and comfort-

able. And most companies invested in their own 
configured systems developed in the 2000s. Those 
systems didn’t include the necessary and facile 
software as a service that can pinpoint the across-
data-type anomalies that we have today, said Lisa 
Moneymaker, vice president, Clinical Operations Tech-
nologies, Medidata. “Tech [inside industry] couldn’t  
support this.” 

Further, Penelope Manasco, 
MD, MDMS, founder, MANA 
RBM, added that having new 
tech doesn’t change mindset. “I 
think tradit ional methods are 
deeply ingrained. Whenever we 
talk to a [client] they say, ‘but this 
is how I learned to do clinical trial 
oversight.’ It is a mind switch.” 

In addition, Moneymaker points to an oft-dis-
cussed industry characteristic: “Industry is slow 
to pivot; it’s one thing to say be risk-based, but in 
many ways, we are extremely risk averse,” said 
Moneymaker. However, she noted that if industry 
doesn’t start making changes such as incorporat-
ing transparency trial-wide and monitoring data in 
real-time to ensure data sources are verifiable, in-
dustry will find it difficult to reach its desired ROIs. 

Which leaves advancing remote-based quality 
monitoring where?

Probable proofs 
It’s not as if any stakeholder has to go far to see 
what remote-based monitoring can do. A relatively 
ordinary event, set into motion 21 years ago, pre-
cipitated the following: a diagnosis of pediatric 
acute lymphoblastic leukemia (ALL) today is no 
longer an absolute death sentence as it was 50 
years ago.  

In 2000, two pediatric oncology groups merged 
to become the Children’s Oncology Group. Soon 
after, the human genome was mapped, allowing 
researchers to delve into the genetic reasons why a 
child can develop ALL,1 giving pediatric oncolo-
gists better ways to diagnose and treat. In 1975, the 
death rate was 1.1 out of 100,000 children. By 2013, 
the rate was 0.2.2 Today, most children diagnosed 
with ALL make the five-year survival threshold.3 

But these aren’t the only reasons, said Volchen-
boum, also director of the university’s Pediatric 
Cancer Data Commons. The trials’ uniform design, 
standardized data language, use of central monitor-
ing, and the heterogeneous patient population have 
all contributed to that survival rate.

By running these trials consistently across sites, 
with all data trackable, traceable, and compared to 

Christine Bahls 
Freelance Writer 
and Researcher

Penelope  
Manasco,MD

Lisa Moneymaker



appliedclinicaltrialsonline.com

TRIAL MANAGEMENT

Applied Clinical Trials  •  May 2021       11

The on-site 
operating 
model is 
shifting to 
remote source 
verification 
and data 
quality is more 
significant

baseline, with protocol constantly followed, COG 
achieved “[five-year] cure rates for acute leukemia 
to go from 0 in the 1950s, to over 90% for acute 
leukemia,” he said. 

Elsewhere in the world, Beijing specifically, re-
searchers looked at how they could implement strat-
egies that would reduce the impact of COVID-19 
on staff and patients involved in 572 oncology trials. 
The authors established a remote management 
model, making changes to trial processing, enrollee 
management and quality control. Measures used to 
achieve compliance rate included differences in rate 
of protocol compliance, patients lost in follow-up or 
trial withdrawal and deaths. The study published 
last month, said the researchers obtained a compli-
ance rate of 85.24% for 3,718 patients, during both 
COVID-19 outbreaks. No one was diagnosed with 
COVID-19, the authors said.4

Learning from the pandemic
A few numbers, a few comments.  

• More than 1,000 studies were suspended 
between March 1 and April 26 last year, 
905 indicated in clinicaltrials.gov that CO-
VID-19 caused the suspension.5 Cynthia 
Matossian, MD, an ophthalmologist in 
Bucks County, Pa., who regularly conducts 
clinical trials, had no trials running during 
the pandemic shutdown. Many of her peers 
weren’t as lucky. “They had to stop in the 
middle of it.”

• Oracle surveyed 252 industry professionals 
in November, asking how the pandemic had 
affected ongoing clinical trials. Survey re-
spondents said COVID-19 has caused lon-
ger enrollment times (49%), amended proto-
cols (45%), and paused protocols (41%).6

• The Oracle survey also showed that while 
two-thirds of respondents were using remote 
data collection in their trials—patient apps, 
ePRO and wearables—nearly half of these 
professionals said a primary concern with 
using new sources and methods of data col-
lection was just that; shifting gears would 
mean adopting a new approach to manage, 
review, and interpret the data.

• Starting last year, said Rajneesh Patil, 
IQVIA’s vice president, Digital Strategy 
and Innovation, 60% to 70% of its cus-
tomers looked at incorporating these stan-
dardized, transparent, remote monitoring 

methods into their protocol design. The 
on-site operating model is shifting to remote 
source verification and data quality is more 
signif icant because of site access, he said. 
From the patient’s vantage point, having a 
protocol design that is easy to follow, allows 
for wider participant involvement, including 
people living in remote areas. 

Patil said if the trial design 
allows review of patient data re-
motely and holistically, sponsors 
will learn what analytics can do to 
safeguard endpoint information, 
such as finding if there are unre-
ported endpoints and pinpoint-
ing incorrectly enrolled patients. 
Pharma also learned that patients stay in trials if 
they can report remotely. “They don’t have to drive 
to the site,” he said.

Agreed, said Oracle’s Jim Streeter, global vice 
president, Life Sciences Product Strategy. “They 
stay in the trial if it is remote. That is one thing [the 
industry] learned.” 

Designing a remote-based quality monitoring 
trial is work, said Patil. Upfront, it requires more 
rigor around planning and design to ensure it is 
quality-focused. With a more seamless upfront de-
sign, and more patient adherence to on-going site 
compliance, data can be locked for analysis faster. 
“We can close 30% to 40% quicker than in a tradi-
tionally run trial,” he said.

While some specialties may work better with 
remote site monitoring, like ophthalmology, many 
specialties work well with both remote site and 
remote patient monitoring. Studies on the latter 
often focus on oncology. One oncology study that 
examined remote patient monitoring noted that de-
centralization could improve the trial’s adaptability, 
as these trials have sick patients who aren’t close to 
a test site, and other complexities.7

Matossian conducts trials pri-
marily on dry eye disease. The 
f ive trials her group recently 
started or will start soon all have 
remote site monitoring. Before 
COVID, Matossian would con-
duct patient observations and fill 
out various paperwork. Monitors 

would come on-site to review the papers, ensure 
consents were properly filled out, etc. Now all data 
are sent via portal via scan and upload. For her, 
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remote site monitoring means cost savings for spon-
sors because the information is collected via por-
tal, therefore, not requiring costs related to travel. 
COVID-19, she said, has “created a new way of 
looking at things. Moving forward, we have to be 
nimble and adapt.”

The regulators act, 
pharma reacts
Regulators in the US and Europe were prescient: 
both FDA (in 2013) and EMA (in 2010) told spon-
sors that they embraced remote monitoring. Said 
FDA: The agency “specifically encourages greater 
use of centralized monitoring methods where       
appropriate…” 8,9   

And both agencies asked sponsors to rethink its 
definition of what constitutes an important error. 
Capturing a wrong age or comorbidity shouldn’t af-
fect outcomes as long as those errors are distributed 
throughout the trial sites.

But, FDA wrote, missing an adverse event could 
alter an endpoint. The EMA noted that resources 
should be used to address “the most important is-
sues and priorities, namely patient safety and the 
quality of trial data.”8,9

Manasco applauded the regulators. “They came 
out as visionaries.” 

What is super important, said Patil, is to know 
what the critical data points are and to make sure 
they have integrity and quality. “Every single da-
tabase has errors; they are never 100% error free.” 
All endpoint data—the lab work, safety check-
points, patient eligibility—must be congruent. They 
must be analysis ready.

Errors vs. errors 
Manasco wants everyone to meet the Pancake 
Man. On the worksheet, a trial participant was 
three feet tall and weighed 200 pounds. He is a real 
person, she said, so most likely taller than a hobbit. 
Investigating the worksheet, she heard from a trial 
assistant that those figures were on the worksheet, 
so it is correct.   

“We hear this all the time, they say data is 
right and we say it is not compatible with life,”  
said Manasco.

Medidata has uncovered possible data fabrica-
tion. In one situation, hypertension was included 
in the intake medical history, but no hypertensive 
readings were recorded throughout the study, said 
Moneymaker. In another case, a look at adverse 

events across the sites showed at least three events 
on average, but a site with data anomalies did not 
have any.

At Oracle, data management 
has lined up data against data for 
years. “Data management can 
create a set of queries so the outli-
ers don’t happen,” said Streeter. 
An oncology study can have 800 
to 900 edit checks that can be 
unimportant or not even neces-
sary to check, he said. One of the more interesting 
anomalies that Oracle has found are male par-
ticipants with pregnancy tests. There are the checks 
and balances, he said, whether caught by the data 
manager, the CRA review, or the statistical review. 

Some inaccuracies are inherent in trials because 
people will be people, especially if they are chil-
dren. Volchenboum said the problem with diaries 
and surveys is that people do not fill them in as in-
structed. “I used to see children in the waiting room 
with their diaries. They were supposed to take notes 
every night, instead of scribbling vigorously in my 
off ice.” But with a wearable, “we can see if they 
are wearing it. If not, nurses can call. Data will be 
much more accurate.” 

Manasco agreed: “If you don’t police your pa-
tients, you won’t know how good the quality of your 
trials are.” And that may become more of a factor 
since studies show that participants like remote; 
they like wearables; and they will even use their 
own phone.10

The road to remote
COVID-19 might have led industry down the path 
to the remote-monitoring waters, but will it drink?

Pharma is more sipping than slurping. Sponsors 
have had a difficult time getting their heads around 
that it is more important to focus on executing 
the protocol correctly and ensuring that the right    
metrics are delivered than results, said Manasco.

One Oracle client has two out of its 18 trials us-
ing remote technology. Why? “They are still trying 
to figure out how to work it. This company saw the 
advantages of it and are trying it out,” Streeter said. 
There are a lot of questions from sponsors on how 
to add the technologies in. 

But Volchenboum has some answers; five years 
ago he co-founded a company cal led Litmus 
Health, which is a platform for data collection for 
wearables in clinical trials. Litmus develops metrics 
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for wearables. The algorithms need to be transpar-
ent, he said, otherwise, the sponsor couldn’t report 
the data because it wouldn’t know how the findings 
were calculated. The wearable has to be used in the 
trial for what it was designed for, per FDA. 

Right now, said Moneymaker, industry is at a 
unique tipping point, because pharma trials that 
survived the COVID-19 clinical trial freeze-out 
are in hybrid transit ional-remote monitoring 
mode. “Those that could pivot, already had pieces           
in place.”

Pharma’s trepidation is easing, said Volchen-
boum, because “It is too attractive a way to collect 
data.” FDA thinks so; The rules and regulations 
for using what it calls drug development tools were 
published in the federal register in November.11 

A lot of conversations need to take place among 
players in the clinical trial space to achieve stan-
dardization across the board, Moneymaker said. 
Industry, vendors, purchasing, and companies like 
Oracle, Medidata, IQVIA need to mind-meld be-
cause the tsunami changes that a digital transfor-
mation requires demands nothing less.

Doing a side-by-side comparison of different 
oversight methods with remote quality assurance is 
a project MANA RBM’s plans for the near future. 
“We need to test how we do clinical trials better. 
We haven’t done that as an industry. We need to be 
data driven in oversight.”

References
1. Childhood Acute Lymphoblastic Leukemia Treat-

ment (PDQ®)–Health Professional Version. Up-
dated Feb. 4, 2021.

2. US Mortality Files, National Center for Health 
Statistics, Centers for Disease Control, Table 28.4; 
1975-2013.

3. American Childhood Cancer Organization. What 
Is The Expected Lifespan Of A Child With Leu-
kemia? September 10, 2018.

4. Zhiying Fu, Min Jiang, Kun Wang, Jian Li. Mini-
mizing the Impact of the COVID-19-19 Epidemic 
on Oncology Clinical Trials: Retrospective Study 
of Beijing Cancer Hospital. 2021. J Med Internet 
Res; Mar; 23(3): e26799.

5. M a l ke  A s a a d ,  N i lo fe r  K h a n H abibu l l a h , 
Charles E. Butler. The Impact of COVID-19-19 
on Clinical Trials. 2020; Ann Surg. Sep; 272(3): 
e222–e223.

6. Oracle Press Release. Survey: COVID-19-19 the 
Tipping Point for Decentralized Clinical Trials. 
Nov. 18, 2020.

7. Aaron C. Tan, David M. Ashley, Mustafa Khas-
raw. Adapting to a Pandemic — Conducting On-
cology Trials during the SARS-CoV-2 Pandemic. 
2020. Clinical Cancer Research | Perspectives. Pub-
lished Online April 20.

8. U.S. Department of Health and Human Services, 
Food and Drug Administration. Guidance for In-
dustry. Oversight of Clinical Investigations — A 
Risk-Based Approach to Monitoring. August 2013. 

9. EMA. Ref lect ion paper on r isk based qual ity 
management in clinical trials. Compliance and In-
spection. 4 August 2011

10. Cureus Pugliese L, Woodriff M, Crowley O, et al. 
(March 16, 2016) Feasibility of the “Bring Your 
Own Device” Model in Clinical Research: Re-
sults from a Randomized Controlled Pilot Study 
of a Mobile Patient Engagement Tool. Cureus 8(3): 
e535. doi:10.7759/cureus.535

11. Federal Register. Qualif ication Process for Drug 
Development Tools; Guidance for Industry; Avail-
ability. A Notice by the Food and Drug Adminis-
tration on 11/25/2020.



appliedclinicaltrialsonline.com14      May 2021  •  Applied Clinical Trials

Cl inical Research Associates (CRAs) are 
in the unique position of working directly 
with sites to support and actively observe 

the progress of sites and their patients when par-
ticipating in a clinical trial. During the height of 
the COVID-19 pandemic, this core aspect of a 
CRA’s role was altered greatly, with many sites 
unable to continue research and/or unable to ac-
commodate visitors, therefore forcing a change in 
the method of monitoring source documentation 
and challenging their relationship with site staff. 
Being prepared for remote monitoring, it was im-
portant that I carefully navigate this new change 
with my sites and ensure they felt fully supported 
and comfortable throughout. 

As healthcare workers have had to adapt to the 
ongoing public health crisis, the CRA role has 
also had to accept and support site adaptation to 
new trial elements. As a CRA in the UK, I worked 
with sites on implementing these new methods of 
data collection and patient oversight, including di-
rect-to-patient study drug shipments, use of home 
health services, and far more reliance on patient 
symptom reporting than pre-pandemic. A CRA’s 
role in reviewing and verifying study data has 
adjusted to being conducted entirely remotely for 
many studies, which has certainly not been without 
its challenges. 

The work of a good CRA is invaluable to a suc-
cessful clinical trial and is bolstered by a strong re-
lationship with the clinical staff at the site. CRAs 
have had to adapt to regulatory changes, client 
guidance, and the changing site needs, assisting 
sites with new methods of performing subject vis-
its and capturing data, and working closely with 
investigators to support their management of trial 
subjects. Our role as an advocate for our sites and 
their patients and our skill of understanding the 
trial and its challenges from both the sponsor and 
site’s sides is more important than ever. Though 
sponsors, CROs, and sites all share the same core 
purpose in research for improving the lives of our 
patients, the practicalities of running a trial are 
often what sets us apart. Protocol mandated pro-
cedures and methods of data collection, though 
seemingly straight forward, have met challenges 

at sites when faced with hospital visitor restric-
tions, government travel restrictions, the risk of 
COVID-19 associated with visiting hospital, vul-
nerable patients, redeployed staff, limited time…
the list goes on! This in turn has only cemented my 
knowledge that collaborative working and a good 
relationship between a CRA and their sites is cru-
cial to the integrity of the trials and their patients.

Additionally, sponsors had to be f lexible and 
adapt their trials to sites, recognizing the pressure 
sites are under and following their lead in prioriti-
zation of their clinical needs in times of huge clini-
cal demand. Many research staff were redeployed 
to assist in other clinical areas, recruitment onto 
many research studies was put on hold, opening of 
new studies was halted at times, and subject visits 
were frequently cancelled or delayed to reduce the 
risk to vulnerable patients. The decision to halt 
and restart clinical trial visits and recruitment 
through the peaks and troughs of the pandemic 
lay with the institutions themselves, who were best 
able to assess their capacity and capability for indi-
vidual trials and study teams.

Alongside the CRA’s role in supporting sites, 
their typical role in conducting source data veri-
f ication (SDV) and monitoring of study sites has 
had to adapt to remote monitoring. Remote moni-
toring was introduced to enable CRAs to access 
source data and conduct monitoring visits without 
travel to the site. Though the industry is moving 
towards a decentralized model including more 
remote practices, this was mostly a new method 
of monitoring for sites and presented many chal-
lenges. Remote monitoring visits are being con-
ducted with and without SDV. The decision about 
whether SDV can be done is based on a number  
of questions:

• Does the site use Electronic Medical Re-
cords (EMR)? If so, is EMR used for all 
medical records, or part paper, part EMR?

• Does a CRA get direct access to source 
EMR for consented patients? If so, is their 
EMR set up to be accessed off-site? Can 
CRAs get access remotely if so?

• Is remote monitoring approved by local 
and central authorities?

Navigating New Changes 
During the Pandemic
COVID-19 reshaping the roles of  CRAs overseas as industry shifts to remote monitoring

CLINICAL MONITORING
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From my experience in the UK, the majority 
of remote monitoring performed during the CO-
VID-19 pandemic has been performed without 
SDV due to challenges in meeting the necessary 
criteria. When it has not been possible to access a 
site’s source, remote monitoring has allowed site 
monitors to continue to review the electronic data 
capture and vendor reports and hold regular dis-
cussions with their sites to review study and subject 
progress. Remote monitoring without SDV, though 
challenging, has still been found to be valuable 
in highlighting and resolving issues, maintaining 
good working relationships with the sites, ensuring 
data is entered, training site staff, and ensuring the 
ongoing success of the study. 

At times when a CRA is able to access full 
source documentation remotely via EMR, CRAs 
have been able to continue on their core role moni-
toring data, ensuring the integrity, accuracy, and 
validity of data, and the safety of patients. In cases 
when CRAs are given remote EMR access, often 
not all source is electronic and there is no access 
to paper notes, therefore the complete SDV can-
not be done. In these cases, when CRAs can re-
turn to sites, they will need to review subject visit 
source documentation which has been completed 
remotely with access to all subject records includ-
ing paper notes, to ensure nothing is missed.  

Full SDV is considered “gold standard” for re-
mote monitoring, and my discussions with my col-
leagues indicate that this approach is more devel-
oped in many countries in mainland Europe due 
to them having an appropriate EMR system which 
is accessible remotely. The situation in the UK 
has resulted in a substantial backlog of data to be 
monitored, which will take several months to clear, 
and that backlog, for many studies, appears to be 
noticeably less in many mainland European coun-

tries. From my discussions with staff at the sites, it 
seems that the installation of an EMR system may 
not be suff iciently high on the priority list to be 
awarded funding by individual sites or trusts. The 
UK government has pledged increased f inancial 
support for research within the NHS, and from a 
remote monitoring perspective, it would be ideal 
if some of this funding went into a single pan-UK 
EMR system or, if that proves impossible, multiple 
EMR systems which can seamlessly “talk” to each 
other. Examples of both arrangements already 
exist in many countries in mainland Europe, and 
satisfy GDPR requirements suff iciently to allow 
trial monitors to access relevant records remotely 
to perform SDV.

As sites adapted to remote monitoring and con-
tinued to accommodate monitoring visits when 
possible during the COVID-19 pandemic, another 
challenge arose around EMR access. In some 
instances, EMR access is given directly through a 
web-based system the CRA can log into indepen-
dently; at other times a member of the site study 
team screen shared the EMR remotely. Screen 
sharing has its own challenges, as it relies on 
the study coordinator’s time, which is especially 
limited during the pandemic. Additionally, it was 
necessary to have an open and honest relationship 
with the study coordinator, as the study coordina-
tor had to follow requests from the CRA to navi-
gate the source documentation for a reliable and 
full review.

Though this period has been challenging for 
monitoring clinical trials, it’s clear those who were 
able to adapt and learn from this pandemic will 
only go on to further trial success in the future, 
strengthening their relationships and building 
their skills in advanced trials innovations as the 
industry moves to a more decentralized model.

Remote 
monitoring 
without 
SDV, though 
challenging, 
has still been 
found to be 
valuable
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Why Centralized Monitoring 
and RBQM are Here to Stay
How it has taken a global pandemic to reinforce the intrinsic benefits

Over the last year, sponsors and CROs have 
embraced centralized monitoring and risk-
based quality management (RBQM) in a 

bid to keep trials on track under extenuating pan-
demic circumstances. The shift may have been out 
of necessity initially, but the benefits–from acceler-
ated development timelines to a higher likelihood 
of study success–have been obvious. Now, there is 
no putting the genie back in the bottle: RBQM and 
centralized monitoring are here to stay.  

When the pandemic hit in early 2020, unneces-
sary face to face contacts, including clinic visits, 
were halted and regulatory bodies recommended 
fresh risk assessments for all ongoing studies. This 
shift framed the traditionally conservative sector 
in a new light. Suddenly, concepts such as remote 
and centralized monitoring along with the broader 
RBQM paradigm, which have long been lingering 
at the side lines of clinical trial management, were 
brought into sharp focus. As companies navigated 
the minefield of regulation and inherent risk, tai-
lored assessment and decentralized data collection 
became essential. Meanwhile, their benefits, pan-
demic or no pandemic, became obvious. 

RBQM, with its ability to quickly prove therapies 
are safe and effective, can dramatically accelerate 
the drug development pathway. It drives up data 
quality and allows early risk detection, both of which 
are crucial to supporting the pace of programs and 
making high efficacy treatments widely available in 
the shortest time possible.

As such, we are now seeing an industry-wide 
move towards this new way of working. In a recent 
poll taken from our webinars, out of 650 industry 
representatives, 56% said there were either already 
implementing RBQM or were about to start. A 
further 25% said it was already an integral part of 
how they run their trials. Overall, 81% are either 
implementing or have already fully adopted RBQM.

Meeting COVID-specific regulations,1,2 and ad-
dressing the huge additional risks the pandemic 
introduced to clinical trials was a daunting task. 
Yet, organizations were unfazed and worked 
quickly to develop the tools and processes they 
needed to ensure their studies could continue safely                  
and effectively.  

One CRO, a global leader in early phase clinical 
research services, for example, applied CluePoints’ 
complimentary COVID-19 package, which incor-
porated a SARS-CoV-2-specif ic Risk Assessment 
template, to more than 100 studies. They used the 
tool, which features relevant risk categories, associ-
ated considerations, and detailed Key Risk Indica-
tors (KRIs), to define COVID risk and establish 
mitigation procedures. For them, and many other 
organizations like them, going through this process 
has demonstrated the value of proactive risk mitiga-
tion in protecting data integrity and maximizing the 
chances of trial success.

RBQM in vaccine trials 
RBQM solutions provide a way of identifying, visu-
alizing, managing, and documenting the risks that 
could impact the outcome of a clinical trial. The 
method has proved its worth during the pandemic, 
especially in the race to find a vaccine, where at least 
one sponsor organization utilized the approach to 
support the rapid development of their product. 

Centralized risk monitoring software allowed 
the sponsor to interrogate data from more than 
100 global sites in near-real time. Using a combina-
tion of KRIs, quality tolerance limits, and statisti-
cal data monitoring techniques, a central moni-
toring team was able to conduct twice-weekly risk 
review meetings with the study team. This allowed 
potential issues to be identified, investigated, and 
rectif ied before they even had a chance to affect                     
data quality.

By focusing on speed, accuracy, and reliability, 
the sponsor was able to mitigate risk to both patient 
safety and data integrity. In doing so, they were able 
to lessen any potential delays to final approval sub-
mission at a crucial point in the global health crisis.

Across the sector, every effort is being made to 
achieve unprecedented progress with vaccine trials 
and COVID-19 treatments. Several leading CROs 
have selected RBQM solutions to ensure that no 
data quality stone is left unturned in this mission. 
Such platforms allow clinical trials to detect risks as 
early as possible, meaning corrective action can be 
taken in record time–and this is a benefit that far 
transcends the pandemic.
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Developers and sponsors around the world are 
united in their aim to get life-changing new medi-
cines to the people who need them as quickly as 
possible. And, as demonstrated above, RBQM helps 
organizations to do just that. In addition, robust 
RBQM solutions allow teams to access information 
centrally, collaborate on investigations, and docu-
ment any mitigations or remedial actions. Not only 
does this result in a clean dataset, but it also creates a 
reliable audit trial for regulatory scrutiny. 

Traditional site monitoring methods, such as 
source data verification (SDV), are quite simply un-
able to provide the same level assurance within such 
rigorous processes and rapid timelines. 

Centralized monitoring
Centralized monitoring is another pertinent area in 
the field of clinical trial management. Cloud-based 
centralized monitoring solutions allow sponsors to 
interrogate clinical and operational data in real-time, 
increasing efficiency, improving patient safety and 
reducing costs.3

Since early 2020, on-site monitoring has not, in 
the main part, been possible, and central statisti-
cal monitoring has presented a proven alternative. 
Statistical algorithms that interrogate study data 
accurately and in an unsupervised manner help to 
identify risks early. This allows stakeholders to focus 
their attention on atypical sites, patients, regions  
or countries.

It has proved extremely useful during the pan-
demic, but this approach, which regulators have long 
advocated, seems set to stay in a world where remote 
working has gone from a “nice-to-have” to impera-
tive for business continuity. Fortunately, it is possible 
to eliminate or reduce on-site monitoring without 
significantly impacting trial oversight. Sponsors and 
CROs utilize a centralized monitoring platform that 
triggers site follow-up by web-based applications, 
phone, or email if risks are detected.

Key learnings 
Last year was an opportunity to reflect on what mat-
ters most–and it is vital not to lose sight of what we 
can achieve when we work collaboratively. By seiz-
ing the moment, we can continue to aspire to even 
greater achievements.  

It has been an extremely challenging time for clin-
ical trial management, but it has also demonstrated 
the benefits of early risk identification. As such, CO-
VID-19 accelerating the implementation of RBQM 

solutions. The approach allows study leaders to use 
the risk assessment process to first identify and then 
focus on the most critical data–the safety and end-
point data that matters most to each individual trial. 
It has proven invaluable in effectively managing stud-
ies to database lock with all the necessary assurances. 

Clearly, the inability to physically visit sites has 
tremendously impacted onsite monitoring, and spon-
sors have increased their reliance on techniques 
such as centralized monitoring. In this respect, CO-
VID-19 has accelerated a movement that has been 
simmering since the 2016 release of ICH E6 (R2) 
and has helped to drive change away from ineffi-
cient, legacy practices. 

Organizations are now committing to adopting 
these data-driven approaches as their permanent op-
erating practices in the future. Astellas, for example, 
has said it has no plans to revert to SDV transcription 
checking, which the company has said does not pro-
vide the same value as risk-based management.4 

Looking to the future
The pandemic has demonstrated the value of modern 
clinical trial management, meaning it will undoubt-
edly ensure that the long-promised shift to risk-based 
methodologies will finally become reality.   

Sponsors know that if they are to have any chance 
of seeing an increase in drug development pipeline 
activity, they must do more with less. Virtual trials, 
remote monitoring, wearables, and RBQM are all 
attractive ways of doing just that, but, up until now, 
adoption has been slow.

The pandemic has provided the catalyst the indus-
try needed to take the risk-based bull by the horns. 
And in moving from theory to practice, it has proved 
the approach can accelerate development while pro-
tecting data integrity.
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Digital health technologies (DHTs) is an 
emerging term for technologies that use 
computing platforms, connectivity, software, 

and sensors for health care and related uses. In 
clinical drug development, there are some familiar 
uses, such as connected blood glucose meters in dia-
betes studies. However, there’s been limited uptake 
at scale outside certain therapeutic areas. 

Taking a look back at the historical develop-
ment of DHTs, Holter monitoring achieved the 
f irst radio-wave broadcast of an ECG signal in 
1947. The measurement and transmission equip-
ment was housed in a 38kg backpack–ironically 
perhaps enough to provoke a heart condition! Since 
then, the miniaturization of sensors and circuitry 
has enabled the development of wearable cardiac 
monitoring devices that can be unobtrusively worn 
for many hours, something we now see used in both 
clinical trials and routine care. Accelerometers that 
track physical activity (PA) and sleep have enabled 
passive monitoring with affordable and convenient 
devices since the early 2000’s,1 and in the last de-
cade, the devices have become popular components 
of personal health tracking bands and watches.

Today, we see growing regulatory interest in the 
use of DHTs for the development of novel clinical 
endpoints in drug development, apparent in FDA’s 
development of patient-focused drug development 
guidances.2 Several novel, sensor-based endpoints 
have been accepted into the FDA’s Clinical Out-
come Assessment Qualification program, including 
accelerometer-based measures for chronic heart 
failure (CHF), multiple sclerosis (MS), pain, and 
sarcopenia. In Europe, the EMA qualif ied the 
PROActive composite measure, which combines 
patient-reported outcomes data with activity moni-
tor data for an endpoint in chronic obstructive pul-
monary disorder (COPD) trials.3

The interest in DHT usage is compelling. Not 
only does the technology enable more frequent 
measurement, but in some cases, measurements 
may be more accurate or convenient to obtain.  
Further, DHTs may enable measurement of con-
structs that have not been possible to measure be-
fore, and may enhance the oversight of patients 
between physical clinic visits. Despite this, our in-

dustry is slow to scale up the use of DHTs, perhaps 
due to the challenges and knowledge gaps below:

• Does a DHT enable us to measure some-
thing meaningful?

• Do we understand the evidence needed
to support the select ion of a specif ic
DHT device?

• Do we have good implementation and data
management standards?

• Do we understand the relationship be-
tween endpoint properties and the specific
DHT device?

Meaningful endpoints
Gregory House MD, the fictional physician in the 
eponymous TV drama, had the mantra to never 
talk to the patient for insight into their condition. 
We’ve advanced from this approach FDA’s patient-
focused drug development guidances establish the 
need to develop clinical outcome assessments that 
can be shown to effectively measure constructs that 
are meaningful to the patient.2 This applies to end-
points derived from DHT data.    

DHTs may offer a suitable approach to measur-
ing a meaningful aspect of health that is related 
to a study’s concepts of interest. However, careful 
consideration is needed to determine how to derive 
meaningful outcome measures from DHT data. For 
example, while we may rightly consider PA as an 
important concept to measure for many disease in-
dications, is total steps per day or the time spent in 
moderate to vigorous PA (MVPA) always the most 
meaningful measure? A COPD or CHF patient, 
for example, may find the ability to conduct short 
bouts of purposeful walking at a steady, continuous 
pace the most meaningful. In this case, a measure 
of bouts of walking for a defined duration and pace 
may represent the most meaningful measure to de-
rive from daily activity profiles.  

In their work with the DIA Study Endpoints 
Community, Walton et al. described a useful 
framework for the development of meaningful 
endpoints.4 In essence, the process requires in-
sights into the aspects that are most meaningful 
to patients–likely established through qualitative 
research in the patient group–to identify meaning-

Utilizing DHTs for Clinical 
Trial Endpoints
Increased use of  remote assets will showcase new endpoints derived from digital health technologies
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ful aspects of health from which to define concepts 
of interest for health measurements. By under-
standing these valued aspects, pertinent endpoints 
can be defined, and an appropriate measurement 
approach can be identif ied–which may include a 
DHT. See Figure 1 above as an example.

Evidence needed to support 
DHT device selection
Perhaps one of the main barriers to scaling up of 
use of DHTs in clinical trials is the underlying con-
cern as to whether the data will be accepted by a 
regulator. However, several cross-industry consortia 
have made valuable contributions to define “fit-for-
purpose” DHTs, and the evidence needed to sup-
port their use for clinical endpoints and regulatory 
decision making. Contributions were made by  the 
Critical Path Institute’s ePRO Consortium,5 the 
Clinical Trials Transformation Initiative (CTTI),6 
the DIA Study Endpoints Community,4 and the 
Digital Medicine Society.7 Using these, we now 
know enough about how to select a fit-for-purpose 
device and the associated supportive evidence for 
this concern to no longer be an issue.

Good data management and 
implementation standards
The literature doesn’t always provide a robust con-
sensus on the implementation and data manage-
ment standards for DHT use. In my review of 

clinical research studies that used an accelerometer 
to study PA in COPD, I found little consistency 
in implementation approaches, including place-
ment location, duration of wear time, and endpoint 
studied.8 For example, the 76 studies evaluated 
reported 80 different study endpoints derived from 
accelerometer data. Despite this, we can adopt an 
endpoint-driven approach to define implementation 
and data management approaches.    

Using the example of PA measurement, the end-
point of interest drives implementation consider-
ations. For example, placement location may be 
driven both by patient acceptability and optimiza-
tion for measurement. The hip is close to the center 
of mass and is often the best location for energy 
expenditure measurements, at least in the lab set-
ting. The wrist may be chosen for better wear com-
pliance, but may overestimate PA or be insufficient 
at distinguishing light PA. The thigh is optimal for 
studying sedentary behavior due to the specificity 
in distinguishing sitting from standing, but only 
certain devices are suitable for this placement loca-
tion (e.g., ActivPAL (PAL Technologies, Glasgow, 
UK)). Wear time may be similarly endpoint-de-
termined. If studying total steps/counts per day or 
total MVPA time, wearing the device for the major-
ity of the day will be important as well as measur-
ing across a reasonable number of days to obtain 
a good overall PA estimate. However, if real-world 
walking speed or cadence is the endpoint of interest, 

Meaningful aspects of health

Sedentary 
behavior 
related Sit-to-stand

transitions

Time spent 
sitting/lying

Detection of steps

Timing of steps

Total time spent
in purposeful walking 

bouts

Number of 
purposeful walking 
episodes per day

“I’d like to do more 
for myself around 

the house” 

“I want to be able to 
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from school” 

Physical 
activity 
related

Number of bouts of activity 
per day with cadence > 60 
steps/min and duration > 2 

minutes

Concepts of interest Mobile Sensor

EndpointActivities that are meaningful to patients

ENDPOINT DEVELOPMENT

FIGURE 1. CONCEPTUAL FRAMEWORK FOR A DHT-BASED ENDPOINT BASED ON PA MEASUREMENT

SOURCE: Walton et al
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these measures are typically quite consistent during 
purposeful episodes of walking across the day, so 
wear time will be important to capture a number of 
walking bouts and may not require all-day use.

Data collected that does not meet minimum 
wear time considerations are typically discarded, 
although work is underway through the DIA’s 
Study Endpoint Community to explore other ap-
proaches in handling missing data amongst the 
rich, time-series data collected by some DHTs.

Endpoint properties and 
different devices 
An important question to endpoint developers us-
ing DHTs as a measurement instrument is whether 
endpoints are device-dependent or device-agnostic. 
This information will allow us to answer important 
questions such as: 

• Can I interchange DHT devices within a
study or across a development program?

• Can I compare the results from different
development programs measuring the same
endpoint with different DHTs?

• Can I adopt a br ing-your-own-device
(BYOD) approach to DHTs?

This is a common question in the field of patient-
reported outcomes, and we understand the impor-
tance of ensuring the measurement properties of 
validated patient-reported outcome measures are 
conserved when implemented in different formats 
(e.g., paper, smartphone, tablet).

At this time, we do not believe DHTs provide 
enough equivalence evidence to support device-
agnostic endpoints for some key measures.  For 
example, Bender et al.9 studied concordance of PA 
measures provided by Fitbit, Garmin, and Apple 
devices in healthy volunteers within free-living con-
ditions for 14 days. Their evaluation concluded that 
step count, distance traveled, and calories burned 
could vary significantly between devices used con-
currently–the total step count differing by up to 
30%. Measurement differences occur even with re-
search-grade devices. For example, in the develop-
ment of the PROActive measure, a monitor-specific 
data conversion was needed to derive the endpoint 
consistently using either of the two selected activ-
ity meter models.3 However, such differences in 
processed daily summary and epoch data may be 
mitigated by applying a common algorithm to raw 
accelerations data collected by different devices 
when access to this raw signal data is available. Dif-

ferences between devices have also been observed in 
other areas such as optical heart rate sensors.10

Endpoint developers should consider the degree 
of tolerance between acceptable devices to maintain 
a reliable endpoint when different measurement de-
vices are used. If this cannot be achieved, a sensible 
approach would be to standardize use of a particu-
lar DHT device within a development program, or 
select a device manufacturer with backward com-
patibility in the measurements provided.

Conclusions
DHTs offer great potential to measure constructs 
more frequently, more accurately or conveniently, 
or to measure things we have been unable to mea-
sure before. These technologies enable greater over-
sight and monitoring of patients between site visits 
and within decentralized trial models. We should 
apply DHTs when they offer an appropriate ap-
proach to measure a clinical endpoint related to a 
study concept of interest. As we have explored, end-
points derived from the DHT-collected data should 
measure aspects of health that are meaningful to 
the patient.     

We know enough about the evidence needed to 
support device selection and endpoint validation 
requirements to scale up the use of DHTs in clinical 
trials. While consistency between makes and mod-
els still needs to be considered, researchers should 
retain a single device if demonstrating measurement 
equivalence across devices is a concern.

The drive towards greater use of remote assess-
ments will see more work emerging in defining and 
validating clinical endpoints derived from DHT 
data. We can expect to see continued interest and 
an increase in the use of DHTs in drug development 
programs to support regulatory decision making.
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The clinical research community is experienc-
ing unprecedented challenges when it comes 
to treating COVID-19 and its associated 

symptoms, particularly tracking the impact of off-
label use of existing medicines, repurposed drugs, 
new standard of care protocols, and new therapies 
under investigation.

These challenges have shown us, that as a com-
munity, in times of crisis, we must be ready to handle 
an increasing number of special situations, such as 
medication misuse, off-label use, medication and 
administration errors, and drug interactions. For ex-
ample, we have also seen the importance real-world 
evidence plays in identifying risks associated with the 
COVID-19 vaccines that were granted emergency 
use authorization, as well as how critical real-time 
insights are to improving patient management and 
health outcomes.

Regulators have shared guidance to ensure global 
drug safety. In May 2020, FDA issued “Postmarket-
ing Adverse Event Reporting for Medical Products 
and Dietary Supplements during a Pandemic.” Simi-
larly, the MHRA has created a dedicated website 
to report side effects of medications and the use of 
medical devices. The EMA has also called on the 
medical community to report suspected side effects 
of therapies used to treat COVID-19 patients and to 
track drug interactions. 

These initiatives call for the close, real-time moni-
toring of treatments that are used under emergency-
use-approval and off-label use. We must understand 
their effectiveness and safety, especially while treat-
ment protocols are frequently changing. 

Undoubtedly, these challenges also impact clini-
cal trials and the work performed by research teams, 
particularly medical monitors. As an example, off-
label use of medications or use of drugs that are not 
part of the standard of care to manage COVID-19 
symptoms increases the possibility of the occurrence 
of adverse events. These side effects will have to 
be evaluated not only in terms of their relatedness 
to the study drug, but also in terms of potential 
interactions. To protect patients’ safety throughout 
the course of a study in this environment, the role 
of medical monitoring should be redefined from 
an analog process perspective that heavily relies on 

reviewing spreadsheets, to utilizing modern review 
methodologies that focus on data science. To adapt 
to this need, medical monitoring needs to move 
from data handling in silos using old-school meth-
ods to new methods that enable the synchronous 
interaction of data monitors with stakeholders who 
handle data. 

By continuing to use rudimentary tools and lack-
ing expertise in data science, the productivity and 
quality of the medical monitoring team may be 
severely compromised. This poses a risk to roles that 
exist to identify and mitigate clinical risks in study 
design and conduct, providing strategic oversight 
that helps to ensure patient safety and data integrity. 
However, the medical monitor’s role doesn’t have 
to evolve into a more technical one, rather it must 
evolve to ensure the focus remains on what really 
matters–gaining valuable insights into the data. 

The same way in which traditional clinical data 
management evolved to a more data science-focused 
approach, so too must medical monitoring. Medical 
monitors must be armed with improved data analysis 
tools. A modern electronic data capture platform, or 
any other platform or technology alone, will not en-
able this evolution in medical monitoring. That’s be-
cause using such systems often still involves unclean 
data and lengthy reviews, which do not allow for 
the identification of outliers and trends. Smart list-
ings, visualization tools, and a deep understanding 
of the database beyond the study protocol, are a few 
items that will allow for a comprehensive review and 
that will enable monitors to grasp the bigger picture 
and make the most of the data. Understanding data 
science and the tools that support it is essential for 
medical monitors. With this knowledge, they will be 
better equipped to apply smart medical data review 
methodologies and provide valuable insights by mak-
ing the most of clinical data assets.  

Clinical trials are increasing in complexity with 
more data points, more data sources, more technolo-
gies, and more integrations, while the timelines get 
shorter and shorter. Increasing data transparency 
requirements and communication with regulators 
have already transformed operations. As such, medi-
cal monitors must embrace a data-savvy approach to 
continue proactively adding value. 

Aligning Medical Monitoring 
and Data Science
COVID-19 creates unique challenges for medical monitors
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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!
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Using Modal Value-
Guided Trial Design
Analysis of  330,000 clinical trials calls for improved protocol design process

Rigorously designed and implemented clinical 
trials are at the core of delivering innovative 
medicines to patients, and they have been 

especially important when developing COVID-19 
vaccines and treatments. Based on the lessons we 
have learned from clinical trials that have been con-
ducted, the way we design and implement clinical 
trials remains quite primitive.

Our analysis of 330,000 clinical trials, the major-
ity planned and implemented in the past 15 years, 
make it clear that there is no such thing as a per-
fectly designed protocol. This clinical trial database 
has been built through a combination of artificial 
intelligence and human intelligence with data dy-
namically extracted and tabulated from over 80,000 
sources. One third of all trials can benefit from mi-
nor edits, while another third require significant im-
provement, as evidenced by numerous implemented 
amendments. For the remaining third, they often 
struggle from the get-go, are prone to enrollment 
challenges, require many amendments, and can 
often be on the brink of failure. As a matter of fact, 
most of the final third of trials do fail.

The issue
Unfortunately, various f laws in a clinical trial design 
are not immediately obvious at the planning stage 
and when writing the protocol. Even at the stage 
when we need to amend a protocol, the problem 
in a trial design is still heavily disguised as an op-
erational challenge, such as enrollment challenge 
caused by poor investigator site selection.  

Many corrections to the original protocol design 
are not complicated. Common protocol amend-
ments are associated with inclusion and exclusion 
criteria, such as age, gender, disease stages and se-
verity. Other amendments can be more complicated 
and can negatively impact the operational deliver-
ability of the study, such as selection of primary  
end points. 

As an example, Phesi has analyzed a particular 
multiple sclerosis trial (NCT00355134)1 that was 
originally designed to include only female patients. 
This may appear logical as multiple sclerosis is a 
disease more prominent in women. However, when 
analyzing 29,070 patients from 91 multiple sclerosis 

clinical trial arms from our synthetic patient profile 
database, there were 66.65% women and 33.35% 
men, a 2:1 ratio. When the clinical trial faced op-
erational issues, with classic linear thinking, the trial 
design team added 25% more investigator sites, hop-
ing to compensate for the smaller patient population, 
but still achieve a similar enrollment cycle time as a 
multiple sclerosis trial including both genders. Even 
though the protocol was further amended to include 
both male and female patients, the enrollment cycle 
time was significantly longer, and the resultant pa-
tient population deviated from the general patient 
population of the 3:1 ratio (844 women among 1,083 
randomized patients (78%)), which potentially jeop-
ardizes any medical conclusion from the trial.

When analyzing recent Phase III multiple scle-
rosis trials from a statistical point of view, the most 
dominant value in gender inclusion for this type of 
trial is to include both men and women. This is the 
modal design value–a statistical concept, which sim-
ply means ‘the most frequently used’ value in other 
similar clinical trials.2 In this example, just three tri-
als out of 168 were designed to only include female 
patients, and of those, two ended up including both 
genders through protocol amendments.

The solution
Preemptive and extensive protocol design analysis 
conclusively shows that a clinical trial design should 
start from industry modal values. Let us use another 
multiple sclerosis clinical trial to demonstrate the 
power of applying modal value-based design analy-
sis in clinical protocol design. NCT00245622 was 
a Phase II trial designed to evaluate Autologous 
T Cell Vaccine (TCV) for multiple sclerosis–un-
doubtedly an innovative approach in this condition’s 
therapy. It is not uncommon to test various innova-
tive ideas in designing a protocol with an exciting 
and innovative clinical development candidate. In 
its original design, amongst others NCT002456223 
included the following key inclusion criteria:

• Patients aged 18 to 45 years old.
• Diagnosis of MS within the past three years 

according to the McDonald criteria (2001).
• Baseline Expanded Disability Status Scale 

(EDSS) score between 0 and 3.5 inclusively.
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In analyzing 233 Phase II MS clinical trials, 
Phesi detects that these trial design components sig-
nificantly differ from the industry modal values.

For patient age, shown in Figure 1 above, the 
modal value is 18 to 55 years old. NCT00245622 was 
the only analyzed trial to include patients aged 18 to  
45 years.

For Expanded Disability Status Scale (EDSS), 
shown in Figure 2 above, the modal value is be-
tween 0 and 5.5. An EDSS score of 0 to 3.5 in 
trial NCT00245622 is a notable deviation from the 
modal value of 0 to 5.5.

Instead of using modal values to guide proto-
col design, and to identify and mitigate the risk at 
the planning and design stage, this clinical trial 

team learned the lesson the hard way. After a series 
of protocol amendments over a 12-month period, 
shown in Chart 1 on the facing page, the trial de-
sign finally came back to modal values. However, 
this was only after losing time and enrollment mo-
mentum, incurring significant financial costs to the 
study team and their stakeholders.2

Conclusion
A planned clinical trial doesn’t have to be re-
stricted to use industry modal values. But this 
integrated clinical data science approach gives 
the study team the opportunity to challenge why 
a particular value outside of modal value has been 
adopted. If the team is proactively aware that they 

FIGURE 1. PHASE II MS TRIALS BY PATIENT AGE

SOURCE: PHESI

FIGURE 2. PHASE II MS TRIALS BY EDSS SCORE

SOURCE: PHESI
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are designing outside of the modal values, they 
can objectively and often quantitatively assess 
the operational risks and other associated risks 
with the approach. This predictive analytical 
approach has tremendous benef its but requires 
a significant data pool to increase confidence. It 
also requires an applied combination of artif icial 
intelligence, machine learning, natural language 
processing, and integrated algorithms, to extract 
meaning from data sets.

Modal value guided trial design cannot be con-
ducted in a vacuum. An optimized trial design 
would have the best chance of coming from an 
integrated approach by examining the target pa-
tient population characteristics and other vari-
ables. It will certainly benefit from understanding 
how different design modifications can impact the 

operational implementation feasibility through a 
detailed gross site enrolment rate analysis.
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Original Inclusion/
Exclusion Criteria.  
Not aligned with  
Modal Values

Iterative Step Improved through protocol 
amendments to Modal Values 
on AGE and EDSS

Inclusion Criteria: -Age 18 to 45 years old  
-Diagnosis of MS within 
the past 3 years according 
to the McDonald  
criteria (2001) 
-Baseline EDSS score 
between 0 and 3.5 
inclusively

-Aged 18 to 50 years old 
-Diagnosis of “High Risk” CIS defined  
in protocol 
-Diagnosis of MS within the past 5  
years according to the McDonald  
criteria (2005) 
-Baseline EDSS score between 0 and  
3.5 inclusively

-Aged 18 to 55 years old 
-Presence of myelin reactive T 
cells at screening 
-Diagnosis of CIS with screening 
MRI that fulfils the Barkhof criteria- 
dissemination in space 
-Diagnosis of MS within the 
past 10 years according to the 
McDonald criteria (2005) 
-Baseline EDSS score between 0 
and 5.5 inclusively

Exclusion Criteria: -Unable to produce the T 
cell vaccine 
-Disease-modifying 
treatment for MS during 
the last 60 days 
-Diagnosis of progressive-
relapsing, secondary 
progressive or primary 
progressive MS 
-Planned pregnancy 
-Any prior treatment with 
total lymphoid irradiation, 
cladribine, T cell or T cell 
receptor vaccination

-Unable to produce T cell vaccine  
-Disease-modifying treatment for MS 
during the last 30 days and 60 days for 
steroidal treatment 
-Diagnosis of progressive-relapsing, 
secondary progressive, or primary 
progessive MS 
-Planned pregnancy 
-Any prior treatment with total lymphoid 
irradiation, cladribine, T cell or T cell 
receptor vaccination

-Unable to produce T cell vaccine 
-Disease-modifying treatment for 
MS during the last 30 days and 60 
days for steroidal treatments 
-Diagnosis of progressive-
relapsing, secondary progressive, 
or primary progessive MS 
-Planned pregnancy, currently 
pregnant, or breastfeeding 
-Any prior treatment with total 
lymphoid irradiation, cladribine, T 
cell or T cell receptor vaccination

CHART 1. MOVING TO MODAL VALUES—BEFORE AND AFTER

SOURCE: PHESI
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The entire 
biopharma industry 

needs to partner 
with patients 
and leverage 

technology to drive 
real, meaningful 

change 

Rise of the Activated 
Patient During COVID—
Biopharma on Notice

Simultaneously, COVID has negatively im-
pacted clinical trials, which can be more effec-
tive at treating cancer patients with advanced 
therapies compared to the standard of care. 
Many trials have experienced delays or even 
complete halts, with pat ients f inding them-
selves unable to receive potential ly ground-
breaking treatments

Patients knew that cancer wouldn’t stop be-
cause of COVID, and they decided that enough 
was enough.  

This created empowered, activated patients 
who began leveraging the tools available to them, 
including technologies like AI, to become fully 
engaged participants in their care alongside doc-
tors. They’re taking back control of their health 
journey and learning how to make better in-
formed treatment decisions.

So, why does this matter to the biopharma-
ceutical industry? Because the pandemic has 
exposed, and exacerbated, many long-standing 
issues that patients have dealt with for years 
that directly impact biopharma. Navigating very 
complex database networks to f ind the right 
treatment options and trials, for example, can 
be frustrating and confusing for patients given 
all of the medical jargon and eligibility criteria. 
Emerging from the year of COVID, these pa-
tients expect transparency and for their voice to 
be heard in an effort to change the industry for 
the better.

Biopharma companies can help revolutionize 
healthcare as we know it by first listening to the 
patient and taking their unique wants and needs 
into account. Do patients have the necessary 
resources that they need to manage their condi-

tion, using their doctors as partners? How can 
we leverage emerging technologies to assist in 
these efforts, provide patients with personalized 
treatment options and ultimately accelerate the 
biopharma industry’s forward progress?

Beyond COVID, technology will play a vital 
role in the evolution of cancer treatment and 
clinical trials. Thanks to AI, biopharma compa-
nies can now learn, for the first time ever, why 
cancer patients are deterred from participating 
in clinical trials. Is it the time and inconvenience 
required to travel to the site location? What 
are the patient barriers that biopharma can f i-
nally work to overcome to achieve more effective 
clinical trial recruitment, optimize clinical trial 
designs and avoid f lawed data now that we are 
actually listening to the patient?

By bringing back the missing link–the pa-
tient–the industry will not only foster a stronger 
sense of trust between patients and biopharma-
ceutical companies, but it will also help to accel-
erate a drug’s time to hit the market for patients 
in need. It will create diversity in trials and 
make sure that everyone–regardless of socioeco-
nomic status or location–has the opportunity to 
receive the best care possible. Instead of starting 
with sponsors, hospitals and investigators, let’s 
start with the patients themselves to truly make 
a difference.

This paradigm shift–from the biopharma in-
dustry leading the charge to making patients 
part of the process–is not merely a pandemic-era 
trend. The entire biopharma industry needs to 
partner with patients and leverage technology to 
drive real, meaningful change in how we treat 
cancer moving forward. 

COVID-19 has pushed patients across the healthcare spectrum–and especially those facing a 
diagnosis and treatment of cancer–to the brink, more than ever before. Today, cancer patients 
continue to push for their necessary screenings, advocate for surgeries and, for many of them, 

independently drive their own care while risking their health in an already overwhelmed medical 
system. Moreover, patients have lost their jobs and health insurance, compounding the immense stress 
and anxiety of everyday life. 
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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 Collabo-
ration in Clinical Trials - 
What’s the Best Formula 
for Success? 

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