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FROM THE EDITOR

Lisa Henderson
Editor-in-Chief

There is no shortage 
of innovative ideas 
being put forth in 

both the CROs and 
investigative sites.

The Future of Remote Trials
Let’s take a short vocabulary quiz. Full in-person, 

hybrid, virtual, remote, synchronous, asyn-
chronous are terms used for, a) descriptions 

of clinical trials, b) types of cars, c) descriptions of 
learning models for schools during COVID-19. 
The answer is “c,” but the comparison I was going 
for is clearly trial design or type of site model. I left 
out decentralization because that would have been 
a huge giveaway, and I haven’t seen that term used 
yet on any school K-college curriculum. While I 
struggled with understanding synchronous and 
asynchronous as the two forms of online learning in 
the beginning, I have it down now. There has been 
a lot of discussion in clinical trials about the differ-
ence between virtual and remote, and I think that 
has been cleared up also. So let’s dive into the future 
of hybrid, decentralized, and remote trials. 

According to a recent report from Frost & Sul-
livan, “Hybridization of Clinical Trial Designs Reviving 
Global CRO Market Post-pandemic; 2019-2024” (https://
bit.ly/36Fquky), hybrid trials and remote patient 
monitoring are key trends driving the global CRO 
market. While COVID-19 may in and of itself be 
a driving force behind the adoption of both hybrid 
trials and remote patient monitoring, it is also put-
ting downward pressure on the overall CRO mar-
ket. The company’s analysis suggested that the cur-
rent ongoing trial disruptions are effecting revenues 
for the short-term. Frost & Sullivan further expects 
that revenue will be back to its original growth 
trajectory by 2024–2025, with a compound annual 
growth rate of 8.2% and $63.83 billion revenue by 
2024, up from $43.03 billion in 2019.

The report also suggested that adoption of hybrid 
trials by CROs could increase their growth oppor-
tunities by enabling uninterrupted trials and cost 
savings of 15% to 20%; by focusing on long-term 
collaborations that offer substantial cost advantages 
with 8% to 13% savings across different trial phases; 
by leveraging new technologies, such as risk-based 
monitoring, eConsent, wearables, and telemedicine 
patient visits; and implementing direct-to-patient 
model clinical trial supplies.

As we will explore in our conference next month 
(https://bit.ly/3lo0wGg), and as Applied Clinical Tri-
als has learned in discussions with clinical trials pro-
fessionals, there is no shortage of innovative ideas 
being put forth in both the CROs and investigative 
sites. There are successful transitions coming from 
organizations including eConsent (how about vir-
tual reality consent and consents that span clinical 
to research in an institutional setting?); telehealth for 
patients that did require a bit more convincing for 
physicians; launching patient recruitment websites 
in days down from weeks; and a survey that sug-
gests people have the skills for these new clinical tri-
als, they just need support in adapting to the digital 
world. 

While I’m a supporter of remote and hybrid 
trials to support patients’ needs and expansion of 
availability of trials to more people, I have questions 
about the future of the same for long-time learn-
ing purposes. For the clinical research enterprise, 
the pandemic is bringing great innovation more 
quickly to an industry willing to move forward with 
purpose. 
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WASHINGTON REPORT

Jill Wechsler
Washington 

Correspondent

COVID ADVANCES CLINICAL 
TRIAL TRANSPARENCY
Growing public concerns about politics playing a 
role in vetting potential vaccines and therapies to 
combat the COVID-19 pandemic has prompted 
sponsors of leading clinical trials to make public 
their study protocols and statistical analysis plans. 
One aim of such extensive disclosure of research 
methods is to address fears that a push for speedy 
results from the White House might lead to FDA 
authorization or approval of a COVID vaccine 
before Phase III data has been fully evaluated. 
Regulatory authorities and industry leaders have 
loudly proclaimed their adherence to good science, 
and vaccine sponsors pledged to collect sufficient 
data to demonstrate product safety and efficacy 
before seeking FDA approval. But the debate con-
tinues. 

Several recently issued research protocols 
specify numbers of participants in the late-stage 
clinical trials, age and sub-group goals, enroll-
ment procedures, plans for blinding, randomized 
assignment to placebo, and efficacy assessments. 
Details include dosing schedules and adverse event 
assessments. 

Moderna CEO Stephane Bancel led the move 
toward greater transparency in August by issu-
ing the 135-page plan for its study for mRNA-
1273 SARS-CoV-2 vaccine (see: https://bit.
ly/3icKrkK). It specified that an independent data 
monitoring committee is slated to compare ef-
ficacy of vaccine to placebo initially when 53 and 
106 cases are confirmed, and then after 151 cases 
of infection. With two doses of the vaccine needed 
to achieve desired immunity, Moderna says it does 
not expect full study results until late November. 

Pfizer and AstraZeneca similarly released de-
tailed trial protocol documents, acknowledging 
the need for greater transparency in COVID vac-
cine research. Pfizer specifies the vaccine candi-
date and dose for Phase II/III testing and that it 
expects to assess nearly 44,000 participants, with 
half receiving the vaccine. The expectation is that 
this will yield 164 primary-endpoint cases within 
six months (see: https://bit.ly/34b6WBo).

AstraZeneca’s protocol indicated that statistical 
confidence will be met when 150 trial participants 
become ill (see: https://bit.ly/30hxeRn). The plan 
calls for only one interim analysis, and that the 
trial might be halted early if the vaccine shows 
effectiveness with fewer cases of contamination. 
However, AstraZeneca’s timeframe for enrolling 
and assessing study participants was delayed by 

the need to address the report of a serious adverse 
event in its Phase III study. Although the sponsor 
resumed its vaccine trials in the UK, Brazil, and 
South Africa, US testing remained on hold as of-
ficials at the National Institutes of Health (NIH) 
moved to investigate further the cause and nature 
of the adverse event and whether it was triggered 
by the vaccine or an unhappy coincidence. US 
authorities were concerned that the sponsor failed 
to reveal specifics on the safety issue, which outside 
clinicians identified as the rare spinal inflamma-
tory disorder transverse myelitis.

In launching its Phase III ENSEMBLE study a 
few weeks later for its vaccine candidate, Johnson 
& Johnson’s Janssen unit also unveiled its complete 
study protocol to assess its recombinant adenoviral 
vector vaccine in 60,000 participants, with 30,000 
receiving a placebo (see: https://bit.ly/33bycAt). A 
main advantage of this shot is that it only requires 
one dose, which stands to accelerate the testing 
and data analysis process considerably. J&J will 
monitor trial participants until 154 COVID-19 
related events occur to assess whether the vaccine 
provides sufficient protection against COVID-19. 

Novavax announced on Sept. 24 that it, too, 
had initiated its f irst Phase III study to evalu-
ate its COVID-19 vaccine candidate, which has 
demonstrated high potency in early testing. It is 
being first tested in 10,000 volunteers in the UK, 
with plans for a second 30,000-patient study in the 
U.S. (see: https://bit.ly/30iaqAW). At that time, 
the company said it planned to publish its UK 
study protocol to support transparency. Its initial 
announcement indicated that this first study has 
two primary endpoints, as compared to one for 
other vaccine trials, which may increase the time 
needed to demonstrate efficacy in moderate or 
severe disease. 

The disclosure of these usually confidential 
details on research endpoints, assessment time-
frames, and study analysis plans aim to promote 
information sharing among vaccine developers, 
and also build public confidence. Although vac-
cine study sponsors had provided the usual public 
information on study sites and enrollment plans, 
more details on statistical analysis efforts should 
facilitate outside assessment of decisions by spon-
sors to seek input from independent data safety 
monitoring boards or to stop a trial early. And 
with the US government providing billions in 
support of most of these vaccine development 
programs, independent scientists believe the public 
has the right to such information.

https://bit.ly/34b6WBo
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EU REPORT

Peter O’Donnell
Brussels 

Correspondent

EUROPE’S COVID VACCINE BIDS 
STILL VEILED IN SECRECY
It was around the spring equinox this year that 
the COVID-19 challenge really started to bite 
in Europe. Now, just after the autumn equinox, 
Europe is still a long way from finding vaccines 
to fight back—as a hearing in the European 
Parliament on Sept. 23 confirmed. Industry 
repre-sentatives made reassuring noises about 
prog-ress with candidate vaccines, but recognized 
that there was no guarantee of success in their 
efforts, and it would be next year—at best—
before any real response would be available. 
Officials from the European Medicines Agency 
(EMA)—which has to approve any vaccine be-
fore it can be used in Europe—confirmed, as of 
late September, that they had as yet received no 
data from any of the companies developing 
vaccines in Europe. And members of parliament 
anxious to check on industry progress were left 
dissatisfied or disappointed.

In particular, the hearing focused on the 
deals that drug firms are reaching with Euro-
pean authorities, in which companies are re-
ceiving billions of euros to speed up the devel-
opment and production process, in return for 
commitments to supply the EU with specified 
quantities of vaccines. Members of European 
Parliament (MEPs) wanted to make sure that 
drug firms were not being given a blank check 
from public funds, while charging what they 
wanted for their products and dodging respon-
sibility for any side effects. 

“Is Europe getting value for money from the 
arrangement,” they questioned. “When can EU 
citizens expect safe and effective protection to be 
delivered?”

The answers—from senior executives of 
Sanofi, CureVac, and the vaccine industry’s Eu-
ropean trade body—did not go far enough for 
the chairman of the parliament’s health com-
mittee, Pascal Canfin. “Today, we have very 
little information on the content of the contracts 
that have been signed by the European Com-
mission and some laboratories,” he said at the 
end of the hearing. “We wanted to have more 
information on the state of research, the com-
mitments made by laboratories, and whether 
they will be able to meet them. We do not even 
know how many of these contracts there are.” 
And like many of his fellow MEPs, he accused 
the industry and the European authorities of a 
lack of transparency. 

appliedclinicaltrialsonline.com

German socialist Tiemo Wölken, an inf luential 
MEP in health matters, cited allegations that the 
industry was demanding unprecedented liability 
exemptions and wanted to know why the con-
tracts—and all the details of prices and costs and 
criteria and milestones—were being guarded so 
secretively. It was, he said, an issue of trust on a 
matter of massive public interest. His approach 
was echoed widely by other MEPs during the 
two-hour session.

There were some answers. “Everyone will 
have the right to have the data—transparency 
will be there,” said Jean Stéphanne, board chair-
man of CureVac, which is in the final stages of 
agreeing a contract with the EU. But, he insisted, 
not yet. 

Thomas Triomphe, EVP of Sanofi Pasteur, 
which has signed a contract to provide 300 mil-
lion doses of its recombinant protein technology 
vaccine combined with an adjuvant provided by 
GlaxoSmithKline, currently in Phase I/II trials, 
said, “Our price will be made public.” He also 
said that costs will also be revealed. But they will 
be disclosed later, only when it becomes clear what 
the dosage is for the vaccine. 

“We understand the interest in the details of 
the contracts,” said Sue Middleton, president of 
the industry association Vaccines Europe. But, 
she said, there are issues of competition that must 
be respected until all the contracts are complete. 
“There are commercial confidentiality reasons 
for the details not at present being in the public 
domain,” she said. Since the European Commis-
sion has already indicated that prices will be in the 
range of €5 to €15 (about $6 to $18 USD) a dose, 
that is sufficient for the moment, she added, and “it 
is right” that the exact prices are not yet available. 

On responsibilities, Middleton told MEPs 
that manufacturers are liable if there is deliber-
ate misconduct or good manufacturing practice 
violations, but for unexpected events in large popu-
lations there will be indemnification by the Euro-
pean Commission or member states on the costs of 
legal action. 

Stéphanne added that without liability protec-
tion, there would be “no chance of vaccine devel-
opment.”

Canfin concluded the hearing by stating that 
his committee would be coming back to industry 
with a detailed list of further questions. It is start-
ing to look increasingly like it may be the next 
spring equinox before much clarity emerges on 
Europe’s vaccine hopes.

https://www.appliedclinicaltrialsonline.com/
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Q&A

Jody Casey
Vice President, 

Healthcare 
Partnerships,

Elligo Health Research

“We need to go 
into communities, 
provide access to 

patients, and do the 
hard work of bringing 
them healthcare and 

research options.”

COVID-19 HIGHLIGHTS NEED 
FOR MORE DIVERSITY IN TRIALS
COVID-19 affects certain demographics differ-
ently than others. It has shed new light on the un-
derrepresentation of diverse populations in clinical 
trials. This issue has always been prevalent in tri-
als, but now with a worldwide pandemic pushing 
pharma companies to create a COVID-19 vac-
cine that works for everyone, it has become even 
more prevalent.

In this interview, Jody Casey, vice president, 
healthcare partnerships at Elligo Health Re-
search, highlights how the pandemic has put the 
spotlight on diversity in trials, how Elligo is work-
ing with physicians to make studies more acces-
sible, as well as what is in store for the future of 
appropriate representation in trials.

Andy Studna: The underrepresentation 
of diverse populations in trials has been a 
problem for a long time. How has the CO-
VID-19 pandemic shined even more light 
on that issue?
Jody Casey: It’s showing that trials cannot be 
done “business as usual,” and that sponsors can-
not only go to their typical vaccine sites where 
they’ve always run vaccine trials. There needs to 
be a greater breadth of population and diversity 
in trials. Because a COVID vaccine is so critically 
important for all Americans, it’s been brought to 
light the fact that trials are generally lacking in di-
versity. In such urgent times, especially with CO-
VID affecting certain demographics differently 
than others, it’s important that we have a vaccine 
that works for everyone.

AS: How will Elligo be using its own re-
search experience to identify these pa-
tients and their respective demographics 
that usually get left out of trials?
Casey: It’s all about the communities Elligo 
brings research to; we have a lot of reverence for 
that physician-patient relationship in a health-
care setting. We think that’s very sacred, so we 
go into local communities and enable physicians 
to run their own trials within their own patient 
populations. Elligo is in communities that are 
very diverse. The population of El Paso, Texas, for 
example, is over 80% Hispanic. We are running a 
very important, non-COVID-related trial there 
with two doctors who are bilingual.

Elligo is already in diverse locations and com-
munities of color working with, as an example, an 

African American psychiatrist who is part of the 
National Medical Association (NMA), the larg-
est and oldest national organization representing 
African American physicians and their patients in 
the United States. He’s also the CEO/president of 
Bay Pointe Behavioral Health Service, Inc., and 
South East Houston Research Group. It’s not just 
about our experience running trials, but where 
we’re running them. We are already there and 
have that footprint.

AS: What kind of data is Elligo using to 
identify these patients?
Casey: A unique aspect of Elligo is that we se-
curely access electronic health record (EHR) data 
from our physician partners. Sometimes within 
that EHR data, there is a designation for ethnic-
ity that can help identify patients who otherwise 
wouldn’t have the opportunity to enroll in the 
trial because the patient wouldn’t know about it, 
or they wouldn’t have access. That is one way, but 
because Elligo has doctors in these communities 
already, it just naturally occurs. 

AS: How does the communication be-
tween physicians and their patients 
change when the patient transitions into 
being a candidate for a trial?
Casey: Often, the relationship with the physician 
is there and the physician is usually the one in the 
practice talking to the patient about the trial. The 
physician has the background information on 
their patient. This gives our physicians and their 
networks other care options for their patients. 

AS: What does the future hold for the 
representation of diverse populations in 
trials knowing the work that Elligo is do-
ing right now?
Casey: I feel very positively about the future. So 
many healthcare challenges in this country can 
be addressed if we just start talking about them 
directly and doing something about them. We 
need to go into communities, provide access to 
patients, and do the hard work of bringing them 
healthcare and research options. Elligo’s model 
is working so well that I believe it will be more 
broadly adopted. We will see much more of this 
community-based, physician-led research across 
the country.

—Andy Studna is an Assistant Editor for
   Applied Clinical Trials
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HEALTH POLICY

EUROPE EDGES TOWARD A 
HEALTH RESEARCH PLAN
Late last month, Europe’s research ministers 
were attempting to reach an agreement on Eu-
ropean Union research plans for the next seven 
years—including how to make use of more than 
$7 billion that is slated to be allocated to health.

The plans include a cluster devoted to a broad 
range of health goals that range from general 
objectives such as “improving and protecting the 
health and well-being of citizens at all ages” to 
subjects of more specific interest to the clinical 
trial community, such as “tools, technologies, 
and digital solutions for health and care, includ-
ing personalized medicine.” Anja Karliczek, the 
German federal minister of education and re-
search was slated to chair the meeting of the EU 
Council, having to navigate between numerous 
sensitivities and priorities among the other 26 
member states (the UK no longer takes part in 
these meetings) and between the Council and the 
European Parliament, where tensions exist over 
the size of the budget and the nature of the pro-
grams to be funded.

Success will result in a general policy agree-
ment, and in keeping on track this complex 
multi-billion program that also covers climate 
change, security, agriculture, and creativity. So 
people working in healthcare across Europe (and 
indeed beyond, since the program envisions in-
ternational cooperation with countries outside 
the EU) will be able to look forward to assistance 
in “generating new knowledge, developing in-
novative solutions, and ensuring to integrate 
where relevant a gender perspective to prevent, 
diagnose, monitor, treat, and cure diseases and 
developing health technologies.” There was a 
backing for “mitigating health risks, protecting 
populations, and promoting good health and 
well-being, also in the workplace.” 

Another target was “making public health 
systems more cost-effective, equitable, and sus-
tainable,” and “preventing and tackling poverty-
related diseases.” Interventions are particularly 
foreseen on non-communicable and rare dis-
eases; infectious diseases, including poverty-re-
lated and neglected diseases; and health care 
systems.

Linked EU spending will also support “inno-
vative technologies and new business models and 
solutions” that result from the research program, 
“so to contribute to innovative, eff icient, and 
sustainable health systems and facilitate access 

to better and safer healthcare for European citi-
zens.” And provision was also to be made for “in-
stitutionalized European Partnerships on faster 
development and safer use of health innovations 
for European patients, and global health,” as 
well as on “advancing key digital and enabling 
technologies and their use, including but not 
limited to novel technologies such as artif icial 
intelligence, photonics, and quantum technolo-
gies.” Ministers also exchanged views on how 
future research and innovation missions can help 
overcome the COVID-19 pandemic.

Cancer mission
Meanwhile, preparatory work is progressing on 
one of the expected components of the program, 
which was initially branded the “EU Cancer 
Mission” but has now adopted a new title: “Con-
quering Cancer.” A board of European cancer 
experts has set out specific goals for this initiative 
in a lengthy report it published in late Septem-
ber, highlighting its aim to prevent three million 
cancer deaths by 2030 through better prevention 
and treatment, and to improve rehabilitation for 
cancer survivors. 

It proposes the creation of an EU-wide plat-
form for sharing cancer research, to be called 
UNCAN.eu, as well as improved access to early 
screening. And among its 13 identified goals are 
the optimization of diagnostics and treatment, 
and support for the quality of life of people living 
with and after cancer.

But the board’s evident ambitions to broaden 
the mission’s goal to include a focus on preven-
tion has raised concerns in some quarters that 
some of its budget might be diverted away from 
research and innovation. Mission board chair 
Walter Ricciardi, president of Italy’s National 
Institute of Health, is insistent on the need to 
deal with causes as well as symptoms, by taking 
action against tobacco use or excessive drinking, 
through taxation and other means: “You cannot 
be serious in fighting cancer if you don’t target 
and tackle the determinants of cancer, which in 
many cases are risk factors related to behavior,” 
he said.

The detailed discussions over this aspect of the 
EU research agenda still have to take place, but 
they are illustrative of the complexity of the task 
facing diplomats and politicians as they move 
toward finalizing the program. 

— Peter O’Donnell
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INDUSTRY BACKS CLEAR 
FDA VACCINE STANDARDS
After a highly publicized dispute over FDA re-
quirements for authorizing a vaccine to protect 
individuals from COVID-19, the agency was 
able to publish updated requirements for vetting 
and approving an Emergency Use Authorization 
(EUA) for new coronovirus preventives. In spell-
ing out the data expected for such authorization, 
agency off icials emphasized the importance of 
fully vetting the safety and efficacy of any new 
coronovirus vaccine through a highly transpar-
ent process to boost public confidence in the abil-
ity of vaccines to save lives. This review process, 
though, makes it unlikely that any vaccine cur-
rently in late-stage testing will be fully vetted and 
available to patients before mid-November, and 
more likely early next year. 

FDA published its guidance Oct. 6 following 
several weeks of delay due to administration op-
position (see https://bit.ly/2FfKYot). It spells out 
FDA’s standards for issuing an EUA, including 
median follow-up data for at least two months 
after vaccination of Phase III clinical trial partic-
ipants, safety data on over 3,000 vaccine recipi-
ents, plus reports on a total of five or more severe 
COVID-19 cases in the placebo group to address 
concerns about possible vaccine-induced respira-
tory disease (see https://bit.ly/33LgDHQ). 

FDA submitted the proposed guidance to the 
White House budget off ice in late September, 
only to meet objections from President Trump 
that it was “a political move more than anything 
else” to delay public access to a vaccine before the 
election. The President later stated that vaccine 
makers also opposed FDA’s stricter standards, 
but industry leaders rejected this claim. Pfizer 
CEO Albert Bourla stated that his company had 
not discussed vaccine guidelines with the White 
House, as that would undermine FDA’s indepen-
dence. The Pharmaceutical Research and Manu-
facturers of America (PhRMA) and the Biotech-
nology Innovation Organization (BIO) further 
backed FDA’s clarifying guidance and transpar-
ency in the vaccine review process. And Moncef 
Slaoui, leader of the White House’s Operation 
Warp Speed initiative, added support for FDA’s 
plan to request adequate safety information.

Countering vaccine hesitancy
Through the debate, officials in the Center for 
Biologics Evaluation and Research (CBER) em-
phasized that the EUA safety data requirement 

was already well known to vaccine manufactur-
ers and that one aim was to assure manufactur-
ers that FDA would hold all vaccine develop-
ment programs to the same standards. Center 
for Biologics Evaluation and Research (CBER) 
Director Peter Marks further emphasized that 
the guidance sought to reassure the public that 
granting an EUA would not be a rushed decision 
on vaccine safety and efficacy to meet political 
goals, and that a vaccine EUA would require 
more data than for the more usual emergency 
authorizations for therapeutics and other medical 
products. 

The release of the actual EUA guidance was 
almost anti-climatic, as CBER had provided 
most of the specif ics the day before as back-
ground material for deliberations by the FDA 
Vaccines and Related Biological Products Advi-
sory Committee (VRBPAC) meeting scheduled 
for Oct. 22. That session will discuss overall data 
requirements, which will be applied to all vac-
cine applications and be scrutinized publicly by 
this expert panel before any product is approved 
for broader patient use. 

In several recent presentations, Marks ex-
plained the cost-benef it reasoning for autho-
rizing faster, emergency use of COVID vac-
cines, as opposed to requiring the more extensive 
data needed to f ile a biologics license applica-
tion (BLA) usually required for vaccines. While 
the longer process is the gold standard for FDA 
vaccine approval, Marks noted at a meeting 
sponsored by the Friends of Cancer Research in 
late September that COVID vaccine trials will 
obtain sufficient data on safety and efficacy, as 
spelled out in guidance issued in July, but will not 
“require the bar to be so high as to cost lives.” 
The data in an EUA has to come from a well-
designed Phase III trial that provides compelling 
information on efficacy, permitting the regula-
tors to move forward without all the “bells and 
whistles” FDA normally requires.

After examining the first few vaccines, Marks 
anticipates that FDA will get a better sense of 
how well different products generate immune re-
sponse vs. clinical response, which could greatly 
speed up the development process. But as these 
initial vaccines may have different effects on dif-
ferent populations, a highly transparent review 
process can help the public understand the pros 
and cons and decide which vaccine they want. 

— Jill Wechsler

https://bit.ly/2FfKYot
https://bit.ly/33LgDHQ
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TRIAL RESUMPTIONS SLOW 
AS COVID CASES RISE AGAIN
Clinical trials disrupted by COVID-19 are ex-
pected to resume at a much slower rate than 
originally anticipated, as more nations are rein-
forcing lockdowns due to a globally rising num-
ber of COVID-19 cases, says GlobalData.

“The general trend shows a gradual increase 
in the overall percentage of trials for each trial 
status, the biggest of which has been seen in tri-
als that are ongoing and recruiting and those 
that are ongoing but not recruiting,” commented 
Priya Nair, trials intelligence analyst at Global-
Data. “Between Aug. 17 and Sept. 21, ongoing 
and recruiting trials decreased from 84.7% to 
82.2%, while completed trials increased from 
4.5% to 6.4%.”

The number of resumed trials increased from 
over 600 on Aug. 17 to 741 as of Sept. 21. Out of 
these trials, 82.2% are currently recruiting par-
ticipants, 7.9% have completed recruitment but 
are still ongoing, and 0.5% of trials have yet to 
start recruiting subjects.

GlobalData reports that there is an overall 
steady increase of trials resuming activity. The 
U.S. has the highest number of resumed trials at 
70.6%, followed by France at 7.6%, the UK and 
Spain at 7.3% each, and Japan at 7.2%.

“As large numbers of companies shift to alter-
native ways to conduct trials, it is possible that 
the use of virtual trials may still be prominent 
even after the COVID-19 pandemic ends,” said 
Nair.

BMS to acquire MyoKardia
Bristol Myers Squibb and MyoKardia, Inc. have 
entered into a definitive merger agreement under 
which BMS will acquire MyoKardia for $13.1 
billion, or $225 per share in cash. The transac-
tion was unanimously approved by both the 
BMS and MyoKardia Boards of Directors and 
is anticipated to close during the fourth quarter 
of 2020.

MyoKardia is a clinical-stage biopharma-
ceutical company that discovers and develops 
targeted therapies for the treatment of serious 
cardiovascular (CV) diseases. Through the trans-
action, BMS gains mavacamten, a potential first-
in-class CV medicine for the treatment of ob-
structive hypertrophic cardiomyopathy (HCM), 
a chronic heart disease with high morbidity and 
patient impact. A new drug application for mava-
camten for symptomatic obstructive HCM is 

expected to be submitted to FDA in the f irst 
quarter of 2021. BMS expects to explore the full 
potential of mavacamten in additional indica-
tions, including non-obstructive HCM, as well 
as develop MyoKardia’s pipeline of novel com-
pounds, including two clinical-stage therapies

Genomic insights pact
Genuity Science, a genomics and data insights or-
ganization, and Ionis Pharmaceuticals, a company 
focused on antisense therapeutics, have struck a 
broad, multi-year collaboration aimed at accelerat-
ing the discovery and development of novel thera-
pies across a range of conditions.

Genuity Science’s approach combines high-
quality, whole-genome sequence and deep phe-
notype data resulting in better definition of the 
underlying disease mechanisms. This approach, 
when coupled with Ionis’ proprietary antisense 
technology, has the potential to signif icantly 
expedite the drug development process through 
a more direct translation of targets into drugs. 
Under terms of the deal, Genuity Science will 
receive a combination of upfront payments and 
development milestones, plus product royalties.

Behind its RNA-targeted antisense technol-
ogy, Ionis has a pipeline of more than 40 drug 
candidates designed to potentially treat a broad 
range of disease, including neurological, cardio-
vascular, infectious, and pulmonary diseases. 

PharmaLex adds specialized consultancy
PharmaLex Group, a provider of specialized 
services for pharma, biotech, and medical device 
industries worldwide, has completed its merger  
with Biopharma Excellence (BPE) GmbH. BPE 
is a consultancy based in Munich, Germany, 
which offers specialized biopharma consulting 
services, including biologicals, antibody-contain-
ing products, cell- and gene therapies/ATMPs, 
biosimilars, and vaccines.

Founded in 2013 by Diane Seimetz, PhD, and 
Gabriele Dallmann, PhD, BPE supports national 
and global life science companies from top 10 
pharma organizations to emerging startups. The 
company offers integrated product development 
services in the EU, the US, and further terri-
tories, covering early- and late-stage scientif ic, 
regulatory, and strategic support up to submis-
sion of dossiers and lifecycle strategies.

— Staff and wire reports
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Mary Costello
Head of Site 

and Investigator 
Networks,
Medable

Nearly two-thirds of clinical research sites say 
they are willing to conduct hybrid or virtual 
clinical trials, and more than half say they 

would do “whatever is required” to conduct a virtual 
study.1 Patients are also eager to participate. In a 
recent study, 75% of patients say that collecting all 
study data from their own home is appealing and 
73% like the idea of a hybrid trial.2 

While the convenience, speed, and potential data 
quality improvements that come with decentralized 
clinical trials (DCTs) are inspiring, implementing 
DCTs can seem intimidating to investigators who 
haven’t participated in largely virtual studies. 

“Consider how to embrace DCTs in a way that 
creates opportunity for your site and your patients. 
We must innovate to meet patient needs,” said 
Amanda Wright, vice president of partnership de-
velopment at Javara, an integrated research organi-
zation that, in partnership with Wake Forest Baptist 
Health, is working on a Phase III clinical research 
study to evaluate the safety and effectiveness of 
mRNA-1273, a vaccine candidate against CO-
VID-19 sponsored by Moderna. “You don’t have 
to decentralize every element of every study. Start 
where you’re comfortable. Carefully evaluate which 
components of each study can be decentralized, 
such as using remote monitoring devices to collect 
vitals such as weight and blood pressure without an 
in-person visit.”

With proper evaluation and planning, sites can 
avoid unexpected obstacles and reap the benefits of 
a DCT. Here are five key considerations to enable 
an easier transition to decentralized research. 

1. Change management:
Know what to expect
DCTs do not mean studies are entirely virtual, and 
often follow a hybrid model that leverages digital 
technologies like eConsent, telemedicine, wearable 
devices, electronic clinical outcome assessments 
(eCOAs), and electronic health (eHealth) records for 
various parts of the process. These technologies can 

improve patient centricity by reducing the burden 
of in-person visits and manual activities like paper 
diaries. Additionally, DCTs provide patients with in-
terpersonal reassurance and support with technology 
to enable interactions at a time and place that suits 
patients and caregivers, which often leads to a better-
quality interaction. 

The obstacles to DCTs for sites range from fear 
of irrelevance, difficulty transitioning from paper to 
technology, the potential for patient resistance, pa-
tient populations without access to the internet, and 
concerns about data security and privacy. 

Sites can overcome those challenges to improve 
outcomes and experience for all stakeholders. DCTs 
benefit sites by providing3:

• Expanded trial access and diversity of participants
• Improved data accuracy and robustness
• Improved patient engagement and retention
• Expedited patient identification and cost reduction
• Increased capacity for additional studies
As sites become more comfortable with DCTs,

they may realize that DCTs can actually enable 
a closer patient-physician/site relationship than a 
traditional, randomized clinical trial can. DCTs 
enhance the patient-physician/site relationship in a 
virtual world by providing modular options and more 
choices. 

Even so, a thorough change management pro-
cess is imperative. Map out the options best for your 
site and include those that are already part of your 
infrastructure (see Figure 1 on facing page). When 
creating messaging to staff and patients about the 
new options, for example, reinforce that it is an op-
portunity to ease burden and improve the workflow 
for everyone. Highlight to study teams, investigators, 
and patients that there will be choices about how to 
participate in a study.

“Preparation is key. You may need to customize 
your strategy for subgroups that are less comfortable 
with technology. It’s also imperative to understand 
your population’s access to the internet. This will 
help inform your search for the right technology 

Five Tips to Help 
Research Sites Implement 
Decentralized Clinical Trials
Decentralized clinical trials (DCTs) have ignited clinical transformation while the COVID-19 
pandemic has fueled their rapid expansion.

https://www.appliedclinicaltrialsonline.com/


Applied Clinical Trials  •  October 2020        11appliedclinicaltrialsonline.com

You don’t have 
to decentralize 
every element 
of every 
study. Start 
where you’re 
comfortable. 
Carefully 
evaluate which 
components 
of each 
study can be 
decentralized.

CLINICAL OPERATIONS

partner and your implementation plan,” explained 
Patricia S. Larrabee, founder and CEO at Rochester 
Clinical Research. “Staff will be excited that data 
collection is faster, in real-time, and that the risk of 
losing paper documents will diminish. Televisits are 
not without challenges, but they have allowed us to 
continue studies during the pandemic. We always 
need to be ready to see patients remotely and some-
times after hours, particularly to assess adverse reac-
tions. DCTs make it possible.” 

2. Technology:  What to look
for in partners and solutions
There are several technology solutions in the mar-
ketplace, so it can be challenging to evaluate what 
is best for each individual organization. Of course, 
a DCT technology solution must support principal 
investigators in managing the care and safety of 
patients, but what else should be considered? Should 
it be an end-to-end product that covers all your 
technology needs? Does the solution accommodate 
hybrid studies? What is important to look for in the 
user interface? 

Typically, there’s no need to do a complete tech-
nology overhaul. The best approach is to integrate 
all systems, including existing systems, and ensure 
your primary solution is built modularly. It allows 
sites to customize which studies, or parts of a study, 
to decentralize, as not every site or patient is ready to 
digitize every element of the process. As critical, the 
platform must seamlessly integrate with wearables 
and patient-collected data.

“No one needs one more piece of technology that 
doesn’t talk to your other systems; it needs to inte-
grate,” said Larrabee. “And even more so, it should 
not require a software engineer to use it.” 

When it comes to ensuring patient centricity, opt 
for a solution that has a simple, single sign-on to 
provide patients with ‘one way in and one way out,’ 
as Wright suggests, to minimize the learning curve. 
This will also significantly reduce tech support bur-
dens for sites. Another important consideration for 
patients is internet access. Look for a system and pro-
vider that can meet the needs of participants without 
consistent internet access. For example, some DCT 
vendors provide devices that can work as hot spots.

In addition to the technology itself, consider the 
provider. For example, the vendor’s product devel-
opment efforts should be informed with input from 
sites, such as a core bench of site advisors, so product 
development does not take place in a vacuum. For 
example, sites say that redundant questions are a sig-

nificant pain point of inefficiency. So platforms that 
incorporate such feedback into forms, workf lows, 
product ideation, and other areas will yield greater 
success. Similarly, technology providers should have 
a patient advisory council that provides input to 
product development and participates in user testing. 

“The vendor should demonstrate that product 
design and user testing included patients of all ages 
and technical abilities. We must not assume that all 
patients have internet access or smart phones with 
data plans. Trials need diverse participants, so we 
must be able to include those without access to in-
ternet or their own technology. A technology vendor 
who addresses that is key,” noted Larrabee. “We also 
want partners who understand the site perspective. 
Make sure you have a chance to try using the solu-
tion before making a final commitment to ensure it 
really does what they say it does. Finally, the solution 
must be HIPAA compliant.”

3. Charting the course:
Planning and training
The recommendations provided by the Clinical 
Trials Transformation Initiative (CTTI)4, a public-
private partnership co-founded by Duke University 
and the FDA, are an important foundation when 
creating your implementation plan and training. 
The recommendations cover topics such as protocol 
design, state-level telemedicine issues, drug supply 
chain, mobile healthcare providers, investigator del-
egation and oversight and safety monitoring. 

Early in the process, it is critical to map out a plan 
for general implementation that includes a thorough 
training process for staff and patients. It’s essential 

DCT READINESS FRAMEWORK

FIGURE 1. Options for organizations to consider while mapping out an effective site-
management process.
SOURCE: Medable
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that training goes beyond feature and function to 
incorporate the “why’s” for staff and patients. With 
any new process, understanding the why’s and how 
each person benefits helps to ensure success. Since 
coordinators will be a source of tech support for pa-
tients, establish a “super user” at each location. 

Many sites have found that DCTs offer f lexibility 
for staff to work from home on occasion. Mapping 
out work-from-home standards that align with se-
curity and privacy regulations may seem daunting, 
but many have found that the added flexibility helps 
retain valuable team members. And documentation 
provides everyone involved with the reassurance 
they need to embrace new processes and technology.

Be sure to carefully craft messaging for patients 
about the security and privacy of information. The 
message should reflect patients’ cultural sensitivities. 
For example, in some countries, patients may have 
fears about items such as images of a medication 
being stored on their mobile device. Real-time infor-
mation also means real-time responsibility. There-
fore, structures need to be in place for responding to 
data collected through the technology and it may re-
quire new decision-support processes—experienced 
DCT technology providers can help map this out. 

“Update your operating procedures, job descrip-
tions, and performance criteria accordingly to en-
sure tech proficiency,” added Larrabee. “Listen to 
the end users, appoint several champions, give them 
time to learn it, and most of all, make sure they can 
see the big picture. Make it work by listening and 
responding to their needs.” 

4. Guiding principle:
Patients drive process
Patient centricity is a common term today, but mak-
ing sure patients are at the center of DCT processes 
and technology is the key to success. Considerations 
for patient safety, patient engagement, and logistics 
are all part of the equation. Here’s how to keep that 
commitment.

Patients need the ability to choose which elements 
of a study they wish to do remotely and which they 
prefer to do in person. Since one size does not fit all, 
modular f lexibility is so important. There must be 
choices for patients—and physicians/sites. Platforms 
with an interface that mirrors consumer technology 
like Amazon or Google also go a long way in help-
ing patients feel comfortable.

“This is an opportunity to reach patients we 
otherwise could not, and patients want choices,” 
agreed Wright. “Patient experience and engage-

ment is critical to the success of any trial. The better 
your patient’s experience, the more likely they will 
participate in another trial or refer a friend or family 
member, too.” 

Larrabee continued, “Our focus on patient ex-
perience can’t end at the in-person encounter. The 
technology we use to interact with patients and the 
way we use it, needs to ref lect the same standards 
we adhere to for all other aspects of the patient ex-
perience.” 

5. Cycle of improvement:
Measure and adjust
As with any business process, the utilization of 
DCTs must continuously improve. However, as 
DCTs continue to evolve, the patient feedback loop 
is exponentially important. Surveying patients is a 
great start, but the industry also needs to respond 
to feedback with meaningful change with each new 
lifecycle.

DCT technology innately enables ease of infor-
mation flow to make better clinical decisions. Mea-
sure operational and patient/staff experience results 
regularly—to both collect feedback and to have 
quantif iable metrics to evaluate against the next 
time. For example, one investigator site implemented 
a digital data collection tool to increase efficiencies 
for both patients and staff. Patients no longer had to 
fill out a handwritten document, go to the site, and 
turn it in. Staff were able to see the patient responses 
in real-time in the app instead of transcribing in 
writing from the patient’s paper document. Their 
patient experience survey results were excellent, 
with the majority rating as very good/good.

“Efficiency is key. We measured the efficiency 
of regulatory document submission and found an 
increase in speed of 50% by going digital in just that 
one area,” concluded Larrabee. “Service is impor-
tant in our industry. Listen, listen, and listen more. 
Encourage your staff to give feedback as well; we are 
all still learning.”

Change can be diff icult, but a transformation 
that eases the burden of trial participation on pa-
tients and enhances so many other aspects of clini-
cal trials is more than worthwhile. No two sites or 
patients are the same. The industry must continue to 
listen to its constituents and strive to meet the chal-
lenges of diverse communities. As these experts have 
explained, things are evolving and far from perfect, 
but through collaboration and insights from all 
stakeholders, we can enhance the access, data qual-
ity, and efficiency of clinical research.

Change can be 
difficult, but a 

transformation 
that eases the 
burden of trial 

participation 
on patients 

and enhances 
so many other 

aspects of 
clinical trials 
is more than 
worthwhile.
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In the face of the pandemic, more coronavirus 
clinical trials are being planned and initiated, 
while a large number of studies for non-CO-

VID-19 indications are suffering delays. Much of 
the disruption can be attributed to measures taken 
to ensure patient safety, such as strict lockdowns 
and social distancing, as well as the high demand 
for medical professionals to treat and manage CO-
VID-19 patients. 

Across the clinical research community, we’re 
seeing a direct impact on trial site activation and 
patient enrollment. Many investigative sites are 
either being reallocated to assist in front-line CO-
VID-19 care or have been temporarily closed, 
with much of their staf f presently furloughed, 
making it harder for existing, pre-pandemic trials 
to continue. Consequently, many sponsors have 
implemented alternative ways to conduct trials or 
components of them, incorporating remote and 
virtual activities, which aim to bring studies di-
rectly to patients via a range of technologies. 

While the pandemic has presented the industry 
with a host of operational challenges, COVID-19 
has also given us the opportunity to ref lect on how 
we can improve the clinical trial experience. 

A focus on better understanding patients’ jour-
neys through the clinical trial process and their 
interactions with investigative sites in the midst of 
the coronavirus crisis has prompted an important 
question: How can sponsors set up sites for success 
in a post COVID-19 world?

The answer largely lies in addressing existing 
pain points for investigative sites, pain points that 
predated the pandemic, including those around 
protocol development, staffing, payment schedules 
and, last but not least, patient engagement. 

A true partnership between sponsors and inves-
tigative sites must emerge that prioritizes proactive 
planning and listening, enabling the development 
of solutions that allow critical clinical trial work 
to not only continue, but expand, accelerate, and 
thrive. 

A new twist to old problems  
Whether independent or an academic medical 
center, investigative sites have long been asking for 
changes to overcome the many pain points that de-
lay or hamper clinical research. Essentially, these 
are old problems, but now they present themselves 
with a new twist because of COVID-19 and there 
is an impression that the issues are completely dif-
ferent from those clinical trial sites have always 
faced.    

For example, sponsors notoriously leave sites out 
of protocol development, which we are well aware 
of in the industry. Every clinical investigation be-
gins with the development of a protocol that de-
scribes how a clinical trial will be conducted—en-
compassing the objective(s), design, methodology, 
statistical considerations, and organization of the 
study—and ensures the safety of the trial subjects 
and integrity of the data collected. These docu-
ments are already quite complex, and now amid 
the pandemic, sites are expected to add require-
ments like negative COVID-19 tests as a prereq-
uisite for patient participation and to do so without 
any support from trial sponsors. 

Being left to navigate new requirements and 
complexities, and somehow still find the right pa-
tients for a clinical study is not an entirely new 
challenge for sites. We often hear sites say things 
along the lines of: “this inclusion/exclusion crite-
ria is going to yield zero patients because we can’t 
find patients who meet the protocol requirements,” 
whether, for example, that is a specific cholesterol 
test or body mass index (BMI). Rather than expect-
ing sites to just ‘figure it out” on their own, sponsors 
must focus on optimizing protocol design by better 
matching the right types of sites with the right types 
of studies (e.g., institutions for oncology vs. indepen-
dent sites for vaccines).

Similarly, staffing challenges at clinical trial sites 
have always been a source of frustration, but amid 
the pandemic, these frustrations are being height-
ened. Where studies went on hold, new COVID-19 

Addressing the Needs 
of Clinical Trial Sites in a 
Post-COVID-19 World
Recognizing pre-pandemic pain points, such as patient engagement and protocol development, 
could lead to post-pandemic trial success. 
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treatment and vaccine trials continue to start and, 
more recently, non-COVID-19 studies are ramping 
up again. Many independent sites, as well as aca-
demic institutions that conduct trials, suffer from 
staffing bottlenecks, which are intensifying because 
of COVID-19. For already overloaded study coor-
dinators, who generally are without the support of 
a dedicated team or on-site resources, the workload 
has increased to a point where it has become nearly 
impossible to manage without additional support 
from service providers. 

An increasing number of independent sites are 
off loading administrative functions so that their 
staff can concentrate on more clinically-focused 
activities. However, while independent sites are 
scrambling to do this quickly, larger institutions are 
unable to pivot and adapt at the same pace. Par-
ticularly in urban areas where hospitals are doing 
all they can to stay af loat, many studies have been 
put on the backburner and research team members, 
such as trial nurses, have been reassigned to help 
manage everyday healthcare needs, including those 
that involve COVID-19 triage. 

That said, where staff ing for clinical studies 
continues to be prioritized within hospital settings 
are cases in which research is the only care option 
for patients who are terminally ill, such as those 
enrolled in certain oncology trials.  

A more nuanced impact 
than expected 
COVID-19’s impact on clinical trial sites is much 
more nuanced than simply stating “the study went 
on hold.” A giant pain point has to do with the fact 
that many sites, particularly hospitals, are strug-
gling financially. Elective and other non-essential 
procedures and surgeries are still a challenge to 
schedule and perform because of the coronavirus. 
This leaves hospitals and other investigative sites 
with the bleak reality of having to deal with re-
duced profitability and, consequently, furloughs, 
a slimmed-down staff, and even less f lexibility to 
leverage service providers for resourcing needs. 

Financial stress is a well-known challenge to 
clinical research site success and, again, the pan-
demic has simply exacerbated this pain point. Lim-
ited operating cash, manual invoicing processes, 
untimely payment frequency, and lack of financial 
transparency negatively impact site engagement 
and, for the most part, stem from antiquated pay-
ment terms and triggers. Investing in technologies 
and processes that ensure payments are accurate 

and on time will go a long way to resolving these is-
sues and improving site productivity. Additionally, 
rather than using payment “holdbacks,” sponsors 
can employ alternative methods, such as better and 
more transparent monitoring plans to hold sites ac-
countable for resolutions to queries.  

Effectively tackling the industry-wide issue of 
delays in the execution of clinical trial agreements 
(CTAs) between sponsors or their CRO partners 
and sites is another measure that can be taken to 
meet the needs of sites in a post-COVID-19 world. 
Currently, we’ve seen a 10% increase globally and 
13% increase in the U.S. to f inalize a CTA for 
large research institutions. What’s interesting is 
that independent sites have seen a decline in the 
overall time of negotiations (for all trial types). 
Furthermore, most COVID-19 CTA negotiations 
are completed in less than a week, when the typi-
cal timeframe for non-COVID-19 trials can be 
more than three months. These differences be-
tween trial and site types need to be captured in 
sponsors’ templates and expectations. Standard-
izing legal language and streamlining the process 
with solutions—which address the needs of both 
independent sites that have limited legal resources 
and academic institutions more concerned with 
IP, indemnification, and government funding re-
quests—would speed up study start-up by weeks, if 
not months. 

With every challenge 
comes opportunity
The urgency around developing treatments and 
vaccines for COVID-19 has also made it clear that 
existing technologies can be better leveraged to 
address trial inefficiencies, reduce the burden on 
both patients and sites, and accelerate progress in 
clinical development. As a result of the pandemic, 
we will see more hybrid trials that combine site and 
remote patient visits. More clinical trial protocols 
will be written with decentralization in mind, as 
sponsors have now seen first-hand how positively 
sites have responded to working with technolo-
gies—such as telehealth tools, electronic patient-re-
ported outcomes, and wearables, for example—that 
enable this approach and simultaneously reduce the 
burden on sites and their patients. 

The decentralization of clinical trials, of course, 
comes along with challenges for investigative sites 
as well. Putting new standard operating procedures 
and processes in place for the conduct of remote 
visits adds complexity, as does incorporating and 

Rather than 
expecting sites 
to just “figure 
it out” on their 
own, sponsors 
must focus 
on optimizing 
protocol design 
by better 
matching the 
right types of 
sites with the 
right types of 
studies.
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adjusting to technology designed to support them 
and improved patient engagement and retention. 
Again, at their core, these are not inherently new 
challenges, but the pandemic has provided an op-
portunity to revisit our approach to tackling pain 
points. In forcing the research community to be 
more open to using different tools to ensure vital 
research continues, the pandemic is driving the 
beginning of a new era of patient and site engage-
ment—one in which a more proactive and efficient 
approach ensures the lines of communication re-
main open and data is collected appropriately and 
with greater speed. 

On the f lip side, sponsors will need to care-
fully manage which and how many technology 
tools they ask investigative sites to use in a given 
research study. Imagine a site with 10 studies from 
different sponsors and how many different tech-
nologies and systems they need to learn how to 
use in order to be successful. That problem only 
gets compounded as a site runs more trials for 
more sponsors, and some sites have as many as 
400 studies ongoing at once. What it comes down 
to, in this case, is less is generally more. Investing 

in best-in-class technologies that are consistently 
and more commonly used across the industry, 
rather than customized systems, will reduce the 
burden on sites, especially as the disruption caused 
by the pandemic lessens and the volume of non-
COVID-19 trials increases. 

Finally, with the more open mindset the pan-
demic has brought about, sponsors should be more 
willing to use new sites for different indications. 
The decreasing number of primary investigators 
conducting research means we cannot only rely 
on sites we have worked with previously. Sponsors 
and CROs must embrace research-naïve sites in 
order to hit FPI (“first patient in”) and enrollment 
goals. 

Additionally, to ensure patients in clinical trials 
are representative of the population, an emphasis 
must be placed on diversity. We know this is an 
issue today, so we must do all we can to introduce 
new sites into the mix, in locations that represent 
the demographic diversity of the populations we 
aim to serve. In doing so, we will help to move the 
needle and meaningfully improve outcomes for 
more and more patients. 

https://www.appliedclinicaltrialsonline.com/


appliedclinicaltrialsonline.com   APPLIED CLINICAL TRIALS    17May 2020

CONTENTS

Event Overview
Data monitoring committees (DMC) have always delivered a vital function in clinical 
research. The independent assessment of the safety, scientific validity, and integrity 
of clinical trials provides an unbiased view of the trial. When these boards meet 
regularly, and have the time, talent, and resources to effectively monitor a trial, 
they help sponsors make more effective decisions about whether a study should 
continue, what changes can be made to the study design, and other critical details 
to make the trial more effective.

However, DMCs are sometimes not conducted effectively and face challenges that 
can lead to errors, missed opportunities, and delays in decision-making. These 
challenges range from scheduling, programming errors, and budgeting issues, 
to misalignment with sponsors, all of which can compromise data integrity and 
weaken the effectiveness of the committee. 

In this webinar, we will discuss the most effective ways to conduct a DMC to ensure 
to deliver more value for sponsors, sites, and patients.

Key Learning Objectives
•  DMC basics – What a DMC is, who belongs on the DMC, and the role they

play in the trial
•  Common challenges in DMC setup including member selection, timely

charter development, and setting scheduling expectations
• The impact of incomplete data management
•  How to avoid challenges through effective communication and setting

clear expectations
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• R&D
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Shifting Perspectives 
on Site Networks to 
Create Positive Change
Evaluating the lessons learned about trial sites from COVID-19 to form new strategies and 
improve patient safety for the future.

The COVID-19 pandemic has been a lengthy, 
and uncomfortable pressure test for our global 
healthcare system. In the long term, we hope 

that 2020 will prove to be an inflection point for posi-
tive change, an urgent call to action to address the 
bottlenecks that have gotten in the way of a more ef-
ficient and effective way of improving human health. 
In the short-term, however, there have been more 
immediate and acute concerns about the ability of 
clinical development to continue in the face of wide-
spread infection; how will patients continue participa-
tion when leaving home poses a significant risk?; what 
happens to patients who are relying on speedy devel-
opment of life-changing, even life-saving, treatments?  

As clinical trial sponsors faced unprecedented 
roadblocks, many quickly realized that speed and 
agility would be key if they were to steer their way 
through COVID-19 and ensure that research, dis-
covery, and patient care were not completely ob-
structed. One critical area of focus was maintaining 
a strong site relationship strategy, and as countries 
move beyond the initial disruption of lockdowns, it 
is clear that the lessons learned in this area will be 
critical for ongoing efficiency and productivity in the 
“new normal.” 

Without a doubt, the pandemic experience has 
exposed a number of shortcomings, some directly 
related to the current situation, but others more sys-
temic. The subsequent assessment has left some spon-
sors reimagining what strong site relationship strate-
gies in the future may (or rather, should) entail. 

Transforming the site network
An effective and agile site strategy starts with viewing 
trial sites as valued partners throughout the entire 
clinical development process, not just a single stop on 
the way. By maintaining deep, ongoing relationships 
with sites and their patients, sponsors and their clini-
cal research partners are able to quickly incorporate 
innovative approaches to adapting to obstacles at 
hand, like COVID-19, or increase efficiencies within 
the trial process.

It can be extremely valuable to categorize sites 
based on several partner factors to determine optimal 
ways and times to consider involving them in trials 
of interest. In a sense, this can position sponsors to 
assess their “go-to” site networks based on needs as 
they arise.

• Elite sites: An elite clinical trial institute or site
network has a long-standing relationship with the
sponsor and CRO, with each heavily dedicated to
ensuring growth and pushing innovation through
mutually agreed upon key performance indicators.
Such elite networks often work across multiple
therapeutic areas or in singular, but high-volume
therapeutic spaces and go above and beyond in-
dustry benchmarks to meet a trial’s requirements.
In some cases, sponsors and sites have dedicated
relationship managers to oversee and grow the
alliance, ensure quality delivery of various trials
within the portfolio, and continuously seek new
opportunities to collaborate further. For some
organizations, including IQVIA, these institutions
are already informed and fully engaged in leverag-
ing our tech-enabled solutions and data insights to
meet our customers’ key study deliverables.
• Therapeutic sites: On another level, sponsors
and CROs may partner with a research institu-
tion or site network with a proven track record of
quality performance in managing studies and the
ability to meet anticipated needs within varying
therapeutic spaces. They may have some experi-
ence with a sponsor or CROs’ solutions, but will
work to perform at or above industry standards
for varying trial needs, such as site start-up and
recruitment. And therapeutic sites can continue to
expand research capabilities to include additional
specialties. The history between site and sponsor
can organically help with that expansion.
• Specialty sites: Lastly, it is essential to develop
therapeutic network strategies in specialist areas,
such as rare disease and cell and gene therapy.
These networks work with expert sites and investi-
gators in a specialized field to ensure the appropri-
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Maintaining 
diverse 
partnerships 
can help 
match up trial 
needs with 
individual site 
capabilities, 
as part of a 
proactive 
strategy.   

ate capabilities are in place to meet the trial and 
patient needs.
In these times, we see how strategically important 

it is for sponsors to maintain several diverse partner-
ships to maintain trial continuity for patients in need. 

As some countries experience resurgences in CO-
VID-19, some sites may need to close or make quick 
changes over the coming months. It is helpful for 
sponsors to adjust quickly by knowing what sites they 
can turn to and keep trials on track. In a long-term 
strategy, sponsors need to anticipate challenges in 
their pipeline programs and address them with fore-
sight. Maintaining diverse partnerships can help 
match up trial needs with individual site capabilities, 
as part of a proactive strategy.   

Enhancing patient-to-trial 
matching capabilities 
In traditional clinical development, investigators 
guide patient recruitment. During the initial months 
of the pandemic, when almost every aspect of clinical 
development was on hold, patient recruitment proved 
to be a tremendous concern for sponsors. With pa-
tient interest in trials increasing, it was essential to 
carve another path to reach them and connect them 
to trials.

As an example, to optimize patient recruitment, 
IQVIA uses a layered approach, efficiently utilizing 
our relationships with partner sites. First, recruit-
ment starts with sites that have strong, comprehensive 
patient databases. These sites are highly qualified 
research sites. Because of the access to large numbers 
of potentially qualified patients onsite, staffing levels 
may be a limited concern in quickly contacting and 
qualifying patients within its systems.   

To secure additional patients, we also rely on 
proprietary healthcare data assets and modeling 
algorithms using artificial intelligence and machine 
learning to create a direct-to-patient recruitment 
model. This approach allows sponsors to aid sites 
with recruitment by providing additional qualified 
patients for ongoing trials from our trial matching ca-
pabilities. By broadening the identification of patients 
beyond the site’s database, we are able to rapidly re-
cruit participants and execute hyper-targeted multi-
channel campaigns (e.g., social media, pharmacies, 
labs, patient communities, etc.) to also raise aware-
ness of trials in their local markets. Delivering the 
right message at the right time is a key component of 
this model, which can be a productive way to engage 
patient populations quickly during downtimes and 
with limited resources. 

To keep up with the potential volume of patients 
for ongoing trials, it is important to maintain the ap-
propriate staffing levels when multiple protocols are 
enrolling at the same time. During the pandemic, 
maintaining appropriate staffing became a challenge 
for some sites. In these cases, qualified research staff 
were assigned to work at the direction of the principal 
investigator. Augmenting the staffing model played a 
key role in accelerating recruitment.  

As sites reopened and targeted patients opted-in 
for participation, it was useful for sponsors to consider 
relying on the expertise of the global site network 
teams to provide experienced study support to reduce 
site burden and continue high-quality patient care 
throughout the trial. 

Also, during the pandemic, routine patient visits 
with their providers decreased due to their own safety 
concerns and restricted access to critical patients 
only. The reduced patient volumes and correspond-
ing billing reduction led many sites to furlough staff 
and/or reduce staff numbers and hours, creating 
more trial onboarding delays.

Another creative way IQVIA dealt with these 
delays was to re-engage furloughed site staff using 
sponsor funding, and temporarily engaging these 
staff through the global site network infrastructure to 
return and focus on specific protocol tasks. 

This sponsor-funded approach allowed study sites 
to retain/bring back trained employees who know 
the appropriate trial protocols and steps to reduce 
onboarding time. By working with sites to augment 
staffing, sponsors know that trials remain on track 
despite roadblocks. If sites were bringing in new staff, 
these individuals would need to be trained on both 
research protocol and site-specific policies and prac-
tices, which would add time and cost to an already 
delayed trial process. As soon as the site research 
and patient care levels returned to normal rates or 
immediate protocol needs were fulfilled, staff would 
be able to return to regular activities, where funding 
would revert back to sites, not from sponsors. 

The future is still uncertain, and while we don’t 
know exactly what a “post-COVID-19” world will 
look like, we do know that sponsors will need to con-
sider trial site networks as partners to continue bring-
ing important therapies to patients in need, both in 
the aftermath of this pandemic and in preparation for 
others in the future. Maintaining a thorough site re-
lationship strategy for ongoing programs is part of a 
more holistic approach to trial design that is proving 
to be useful during the pandemic and may help shape 
the future of clinical development.
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While participation in clinical research 
offers potential access to promising new 
treatments, it can also be a challenge 

for patients due to the burden of trial appoint-
ments and the need to travel to a clinical research 
site that may be far from home. These challenges 
can become overwhelming, especially if the study 
participant is seriously ill or is a child. For many 
study participants, in-home visits from a clinical 
trial nurse may be a welcome alternative to on-site 
visits. These in-home visits may also benefit spon-
sors as they can enhance recruitment and retention 
without sacrificing data quality, all while increas-
ing patient centricity.  

Bringing the trial to the patient
Industry guidelines advise sponsors to reduce the 
emotional and physical burden of study participa-
tion and to consider the convenience of participation 
for both patients and their caregivers.1 With mobile 
research nursing, a nurse goes to that patient’s home 
—or any other location that is convenient for the 
patient—to conduct off-site visits and perform study-
related assessments and data collection. These off-
site visits ease the burden of study participation by 
allowing clinical trial obligations to be completed in 
the comfort of the home and at the convenience of 
the patient and their caregivers. Bringing the trial to 
the patient also offers the opportunity to strengthen 
study engagement, especially if the patient is visited 
regularly by the same nurse who is familiar with 
their health and circumstances. 

Value of mobile research nursing
• Increased patient pool. According to the
Deloitte Center for Health Solutions, more than
70% of all clinical trial participants live more
than two hours away from the clinical research
site. The need to travel long distances for fre-
quent follow-up visits may deter eligible pa-
tients from enrolling in a study. Offering the
attractive option of off-site visits with a mobile

research nurse expands the patient population 
available for recruitment by making study par-
ticipation accessible even for those with limited 
mobility and those who do not live near a clini-
cal research site. 
• Reduced patient burden. Even the most
motivated clinical trial patients may find travel-
ing to sites inconvenient or difficult, especially if
they feel unwell. The COVID-19 pandemic and
associated travel restrictions have made site visits
even more challenging. With mobile research
nursing, clinical research visits can be performed
where and when it best suits patients and their
caregivers.
   At Illingworth, we augment our mobile re-
search nursing services with patient concierge 
services that help patients get to site visits when 
they are required to do so. These services, which 
may include travel bookings, expense reim-
bursements, and other customized features, are 
uniquely configured to take into account the 
patient’s specific needs and limitations.
• Enhanced retention. Reducing the burden
of trial participation often goes hand in hand
with improving retention. In fact, one survey
of clinical trial participants found that 38% of
those who dropped out of a study did so because
they found site visits to be stressful.2 Mobile re-
search nursing contributes to reductions in pa-
tient stress without compromising study design or
data quality. Indeed, throughout the COVID-19
pandemic, mobile research nursing has enabled
patients to continue to participate in clinical tri-
als even when sites were locked down.
• Completeness and quality of datasets.
When they need to travel long distances to sites,
patients may be exposed to conditions that affect
their ability to perform certain physical assess-
ments. Even the disruption of typical routines
can impact data quality as patients may become
fatigued or exposed to other illnesses while trav-
eling. Mobile research nursing can alleviate these

When Trials Stumble, 
Mobile Research Nursing 
Lends a Helping Hand
With the assistance of  mobile research nursing, in-home visits provide solid alternative to trial 
participants, especially during COVID-19.
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Group Ltd
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confounding factors by eliminating the need to 
travel or rearrange daily life activities. In addi-
tion, mobile research nursing visits enable site 
staff to assess the safety of their patients at time-
points when they might not otherwise be able to 
due to scheduling conflicts or unforeseen circum-
stances, such as the current coronavirus public 
health emergency.
• Increased patient centricity. Over the past
two decades, there has been a significant shift
within the clinical research industry regarding
inclusion of off-site data acquisition options. This
is due, in part, to increasing emphasis on patient-
centricity and wider acknowledgement of the
patient as a partner in clinical trials—not just as a
participant. Researchers today are more likely to
engage with patient advocacy groups, and what
they are hearing is that patients welcome the op-
portunity to participate in clinical trials as long as
the experience is not overly burdensome. Mobile
research nursing helps address that need.
Taken together, the benefits associated with mo-

bile research nursing can help sponsors complete 
trials on time, with improved recruitment and reten-
tion and increased patient and caregiver satisfac-
tion. When the cost of mobile research nursing is 
balanced against the cost of dropouts and delays, 
having the ability to offer in-home visits may be ap-
pealing to all stakeholders.

Impact of the COVID-19 pandemic
With the emergence of COVID-19 and the associ-
ated site closures and travel restrictions, many clini-
cal trials came to a halt. Sponsors of existing studies 
that did not have off-site capabilities turned to mo-
bile research nursing as an option to keeping studies 
on track. In turn, mobile research nursing providers 
were tasked with adapting their processes and proce-
dures to ensure the safety of both their nursing staff 
and study participants. This agility and flexibility in 
times of uncertainty is invaluable for keeping studies 
moving forward.  

Bringing hope into the home
Patients are surrounded by caregivers and families 
whose lives are also impacted by participation in a 
clinical trial. On-site visits can put stress on a pa-
tient’s support network in terms of time away from 
home, school, work, and potentially lost wages. In 
many cases, such as rare diseases, pediatrics, and 
conditions with limited treatment options, patients 
and their caregivers will enroll in clinical trials 

regardless of the inconvenience involved. Participa-
tion, however, takes its toll over time.

Technological advances, such as electronic patient 
reported outcomes, wearables, and telemedicine, 
have broadened the spectrum of procedures that 
can now be performed off-site or in the home. With 
technology, the number of clinical trials that could 
be conducted with the option of mobile research will 
continue to increase.

Having a nurse come to the patient eliminates 
the time a patient, and in some cases their family, 
would otherwise have to spend traveling and sitting 
in waiting rooms. Altogether, it makes the mechanics 
of clinical trial participation less disruptive to a pa-
tient’s family life, as well as to their educational and 
professional lives. Moreover, mobile research nursing 
offers the patient-centric features of customization 
and personalization of the clinical trial experience, 
delivering care in a manner that reflects a patient’s 
individual preferences and personal situation.

Integrating with site staff
Mobile research nurses are an extension of the 
team at the study site. A best practice for integra-
tion with site staff is to have every nurse approved 
by the site and named on the delegation of duties 
log. As these nurses will be performing activities 
on behalf of the site, it is important for the nurses 
to engage and build strong relationships with site 
staff. In-person meetings with site staff are optimal, 
as this creates opportunities for the mobile research 
nurses to share their background and expertise. 
It is also critical to establish a consistent f low of 
communication between site staff and the mobile 
research nurses throughout the course of the study.

Another best practice that can help make the 
clinical trial experience seamless for study partici-
pants is for principal investigators (PIs) to discuss 
the mobile research nursing option and explain 
how in-home visits will work. Keep in mind that 
it is entirely up to the patient whether to opt in for 
mobile research nursing. 

With 
technology, 
the number of 
clinical trials 
that could be 
conducted 
with the option 
of mobile 
research will 
continue to 
increase.
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Study sponsors 
are continually 

searching 
for ways to 
overcome 

obstacles in 
recruitment 

and retention. 
For many, 
reducing 

patient and 
caregiver 

burden related 
to clinical trial 

participation is 
a top priority.

A rigorous onboarding process is also essential 
to successful integration. In an ideal situation, the 
study participants and their families are invited 
to meet the mobile research nurse at the clinical 
research site in advance of the first in-home visit 
so everyone can become familiar with each other. 
Of course, adjustments should be made when pa-
tients/families cannot travel to the site for these 
introductory meetings, for example, in the time of 
a pandemic. 

Close communication between the mobile re-
search nurse and the site team to discuss details 
of the upcoming visit, such as adverse events to 
follow up on and changes to medication, enhances 
the quality of care and the nurse’s role as an exten-
sion of the site team. Further examples include 
handling all visit requirements, coordinating with 
the pharmacy and the courier delivery of the in-
vestigational product to the visit location, bringing 
all equipment necessary to perform the required 
assessments, and transferring any samples to a 
courier for delivery to the laboratory. If any seri-
ous adverse events are noted, the nurse must im-
mediately report them to the PI and take appro-
priate action where necessary.

Selecting a mobile research 
nursing partner
For those exploring mobile research nursing as 
part of their clinical development plans, here are 
a few key questions to ask a potential mobile re-
search nursing provider:

1. How are nurses identified?
Look for providers who offer registered nurses
with not only many years of clinical experi-
ence, but also specific clinical trial experience
in your therapeutic area of interest. You should
also ask if the mobile research nursing provider
can serve all the geographies where off-site vis-
its may be needed.
2. How are nurses trained to conduct
the assessments specified in the proto-
col in an off-site setting?
The mobile research nursing provider should
also have a robust onboarding and train-
ing process. In addition to being thoroughly
trained in good clinical practice, mobile re-
search nurses should be trained in study-spe-
cific procedures.
3. How does the company ensure the
quality of the data captured by the mo-
bile research nurse?

Ask about the mobile research nursing provid-
er’s standard operating procedures and the pro-
cesses they utilize to oversee their nursing staff. 
Ideally, the provider will prepare and train all 
nurses on a home care manual that explains all 
the procedures to be performed at each specific 
time point. Ongoing data reviews to ensure 
accurate completion of source documentation 
with feedback to the nurses enhance data qual-
ity and good documentation practices.
The provider should be able to demonstrate 

a high level of nurse oversight, comprehensive 
training approach that ensures their nurses can 
function independently in the field, and a commit-
ment to only hiring nurses who are eager to be in-
tegrated into the on-site trial team and dedicated 
to patient safety and patient centricity.

Conclusion
Fewer than 10% of clinical trials are completed 
on time. Many studies simply get shelved due to 
incomplete enrollment. Consequently, study spon-
sors are continually searching for ways to over-
come obstacles in recruitment and retention. 

For many, reducing patient and caregiver bur-
den related to clinical trial participation is a top 
priority.

The rise of mobile research nursing using 
highly trained practitioners with a diverse skill 
set harkens back to the bygone doctor’s house call, 
when care was home-based. Whether at home, 
school, work, or elsewhere, mobile visits reduce 
patient and caregiver requirements, providing 
f lexibility and giving study participants more con-
trol while addressing key issues for sponsors.
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precision medicine?
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CLOSING THOUGHT

Better Cardiac Safety Trials

Fortunately, there is a better way to work. Modern 
technology can empower site personnel to cut er-
rors, reduce queries, and work more eff iciently. 
Why does that matter? Because research has re-
peatedly shown that happy workers are more pro-
ductive. For research site personnel, that may mean 
they’re more likely to go the extra mile—collect 
more accurate data, enroll more participants, and 
provide better information. Here are four factors to 
consider as you evaluate technology and partners 
for your next cardiac safety trial:

1. Integration is key. In the typical clinical 
trial, site personnel enter patient information 
at each visit. Mistyping a patient’s ID number 
or incorrectly noting which visit the patient is 
making requires core lab employees to verify 
that information, potentially leading to hours or 
days of back-and-forth calls or emails. Technol-
ogy that integrates visit schedules, subject demo-
graphics, and ECG acquisition data; however, 
allows site personnel to collect demographic 
information only once. From there, the system 
can track which visit a patient is making and 
connect their data to the proper ID. This level 
of integration enables the collection of up-to-
the-minute enrollment visit data, while provid-
ing customizable reports directly to partner 
systems. And, most importantly, it reduces the 
potential for human error.
2. Centralize everything. With a central-
ized system, by contrast, everything is stored 
electronically, so reviewing an anomaly is as 
easy as logging in. Ideally, ECG systems will 
offer role-based access to data, so everyone 
can view the information they need regard-
less of location. Centralized data also allows 
for immediate ECG review and confirmation, 
ensuring ECG quality and compliance for sites 
and enabling decisions on inclusion in near 
real time. In addition, because data changes 
hands less often, higher levels of security can 
be maintained.

3. Automation drives compliance. Al-
though ECG research is highly technical, the 
actual data collection process is often manual. 
Site personnel get patients settled, wait for them 
to calm down, then hit a button to collect a rest-
ing ECG. But if the patient moves in the instant 
the button is pressed, the signal can get scram-
bled and the process starts over. That’s inconve-
nient for site staff and participants, and it means 
there will be multiple ECGs for that patient in 
the buffer, requiring the core lab to verify which 
data to submit. By contrast, algorithm-based 
tools allow sites to record up to 20 minutes of 
ECG data, then either select the best 10 seconds 
or allow the computer to choose for them.
4. Don’t waste space. Traditional ECG ma-
chines aren’t just ineff icient in the way they 
collect and transmit data. At a time when ECG 
technology is showing up in watches and neck-
laces, the devices used in most cardiac safety 
trials are anything but wearable. A reliance on 
physical records means machines need to be 
large enough to include a printer, and paper 
feed. As a result, machines are bulky, and a 
site that manages multiple trials can quickly 
fill closets with equipment dedicated to various 
sponsors. More sophisticated options, mean-
while, connect ECG leads to powerful tablet 
computers to collect data. The touch screens put 
information at users’ fingertips, while modern 
computing tools offer advanced capabilities in a 
compact package that is easier to carry and store.
Advances in ECG acquisition technology im-

prove speed, accuracy, compliance, and data se-
curity. Working with digital data throughout the 
process ensures information won’t be recorded 
under the wrong name, or that paper records won’t 
be accidentally filed in the wrong place. It’s a de-
fense against human error, in other words. In the 
long run, that means research sponsors can reduce 
queries and help research sites achieve better results, 
in less time, and with significantly less frustration.

T he process of collecting cardiac safety electrocardiogram (ECG) data in clinical trials is 
stuck in the past. Too often, site personnel must rely on bulky ECG machines that collect 
results and submit them in batches, manage paper records, and perform manual data selec-

tion. All this creates roadblocks and opens the door to human error and the kinds of site queries 
that grind progress to a halt. This often happens because legacy core labs are heavily invested 
in technologies that are less than eff icient when it comes to managing and sharing results. This 
creates a lack of integration and subsequent ineff iciencies. Trial sponsors may still get the re-
sults they need, but it is often a time—and labor—intensive process for research personnel.

Harold Strandquist
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