Join the CenterWatch Community!

CenterWatch

March 23, 2020

Weekly

COVID-19 Update…2
Industry Briefs…3
Up and Coming…5

Remote Monitoring, Protocol Amendments
Spike With COVID-19 Spread
By Brandon May

P

rotocol changes and deviations may
be unavoidable to ensure the safety of
trial participants during the COVID-19
crisis, the FDA says in a rare direct-to-final
guidance released this week, and sponsors
and investigators should examine alternatives
to face-to-face trial procedures.
The guidance, which takes effect immediately without prior public comment,
makes several suggestions for trial modifications, including:
} alternatives to in-person safety assessment (e.g., phone contact, virtual visits,
alternative locations for assessment,
including local labs or imaging centers),
} direct-to-patient investigational product delivery,

Drug & Device Pipeline News…9
Nineteen drugs and devices have entered
a new trial phase this week.

the collection of efficacy endpoint data,
replacing on-site monitoring with centralized or remote monitoring, and
} additional safety monitoring of trial participants if the trial is halted or treatment
is discontinued.
Many parts of trials, including assessments of clinical endpoints, are moving
toward a remote design to reduce virus
exposure and transmission, experts said
last week at a WCG Clinical webinar on
the impact of COVID-19 on trials. Michael
Cioffi, senior vice president of clinical solutions and strategic partnerships at WCG,
said there are things sponsors should take
into consideration when transitioning to
remote assessments.
}
}

see Remote Monitoring on page 6
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The FDA is constantly
changing its rules for
protecting trial participants,
especially when it comes to
reporting adverse events.
This new edition is a
must-have, go-to guide
for clinical trial compliance.
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Best Practices During COVID-19: Answers
To Your Trial Questions From WCG Experts
By Brandon May

W

CG Clinical hosted a widely
listened-to webinar last week to
discuss the impact of COVID-19
on trials. The questions and answers are
edited excerpts:
Question: If a study was planned to have
onsite site monitoring and is now switching to
remote site monitoring, does that need to be
a protocol amendment or change in research
and does it need to be approved by the IRB?
Answer: In general, IRBs don’t typically
review clinical monitoring plans. They’re
often not part of research protocols. It really
falls under sponsor obligations. Since we
don’t typically review and approve those to
begin with, the IRB does also not need to
approve or review plans to move to remote

centerwatch.com/whitepapers

monitoring. – David Borasky, vice president of
WCG Clinical’s IRB compliance
Q: Do we have any moral obligations to
continue research during this pandemic if we’re
looking for new therapies for other diseases?
A: The quest to find answers to diseases is
important, but I think that is probably going
to have to take a back seat because that will
undoubtedly divert serious amount of effort,
personnel, time and energy from where
we’ve got to be focused in terms of maintaining clinical care [of patients with COVID-19].
– Arthur Caplan, PhD, professor of bioethics
and founding director of the division of medical
ethics at NYU Langone Medical Center
Q: Written communications to participants
that are going out from the sponsor or the site,
see Trial Questions on page 7
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COVID-19 Update
Research Roundup on Vaccine,
Treatment Trials
The pace of research is ramping up as drugmakers and organizations accelerate efforts
on COVID-19 treatment candidates, with a
number of accomplishments recently, especially for vaccines:
COVID-19 Vaccines:
} The first patient in a coronavirus
vaccine clinical trial was dosed last
Monday, Moderna Therapeutics
announced. The Cambridge, Mass.biotech firm’s NIH-led phase 1 study
is the first trial for a COVID-19 vaccine
and was approved in record time, according to Anthony Fauci, director of
NIH’s National Institute of Allergy and
Infectious Diseases.
} The Chinese government Wednesday
approved CanSino Biologics’ phase
1 trial of its vaccine hopeful, Ad5nCoV, for human testing. The vaccine
was developed in conjunction with
the Institute of Biotechnology’s
Academy of Military Medical Sciences. It uses the replication-defective
adenovirus type 5 (Ad5) as its vector,
an organism often used in vaccines
and gene therapies.
} German biotech company BioNTech
announced that its mRNA vaccine candidate, BNT162, will likely be ready for
trial soon, with testing slated to begin in
late April.
} J&J has teamed up with Beth Israel
Deaconess Medical Center in the
hopes of developing a candidate vaccine. The drugmaker said its goal is to
identify a potential vaccine by the end
of the month and have a phase 1 trial in
motion by year’s end.
COVID-19 Treatments:
} Mylan, Novartis and Teva have
committed to ramping up production
of hydroxychloroquine, a medication used to prevent and treat forms
of malaria, after research showed
© 2020 CenterWatch

}

encouraging results in its potential to
fight coronavirus. The pharma giants
have all said they will manufacture
and donate tens of millions of tablets
in the hopes that the medicine can
be redesigned to treat coronavirus.
The University of Minnesota launched
a trial March 17 of hydroxychloroquine as a treatment for COVID-19.
The companies are also looking into
the possible use of chloroquine, a
related drug.
The World Health Organization
(WHO) is putting together a multination trial to speed up research on
coronavirus treatments. The SOLIDARITY trial aims to generate data
that can be used to determine which
treatments are most effective, if they
reduce mortality and time spent
in the hospital, and if any patients
receiving the drug required ventilation or admission to an intensive
care unit.
The trial’s design allows more drugs to
be added as they become available at
participating hospitals. It will consist of
five arms:
} Arm one: study of standard of care
} Arm two: study of Gilead’s antiviral
remdesivir
} Arm three: study of lopinavir/ritonavir
combination
} Arm four: study of lopinavir/ritonavir/
interferon beta combination
} Arm five: study of chloraquine
Ten countries have already confirmed
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that they will participate in the trial:
Argentina, Bahrain, Canada, France, Iran,
Norway, South Africa, Spain, Switzerland
and Thailand. The U.S. has not yet signed
on for the trial.
Regeneron said that it has isolated
hundreds of virus-neutralizing human
antibodies that could be used as
either prophylaxis before exposure
to the virus, or to treat those already
infected. The antibodies were identified from mice genetically modified to
have human immune systems. Human
clinical studies could be underway by
early summer.
Vir Biotechnology and Biogen are
working together in the development
and clinical manufacturing of human
monoclonal antibodies that could be
used to treat COVID-19. Vir has already
isolated a number of antibodies from
patients that survived SARS infections.
Due to the urgency of the outbreak,
the companies have already begun research while they hash out the details
of their arrangement.
Sanofi and Regeneron announced that
a phase 2/3 clinical trial of their rheumatoid arthritis med, Kevzara (sarilumab),
is ready to enroll patients. They hope
to repurpose the medicine for treating
inflammatory immune response caused
by the virus.
Gilead’s antiviral drug remdesivir is
currently going through phase 3 trials in
China and a phase 1 trial in the U.S. The
see COVID-19 Update on next 4
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Industry Briefs
FDA Slashes Red Tape for Trials
of COVID-19 Treatments
President Trump last week promised in
sweeping terms that the FDA will slash regulatory red tape to get COVID-19 therapeutics
to patients as FDA Commissioner Stephen
Hahn walked back some of Trump’s comments
about what is realistic without jeopardizing
patient safety.
Hahn said the agency is looking at any
and all options, including off-label uses of
approved drugs, even as he corrected some
of the remarks Trump made in a White House
Coronavirus Task Force briefing about how
quickly the agency can get treatments to
COVID-19 sufferers.
One off-label use candidate, chloroquine, is already approved for treating malaria, lupus and rheumatoid arthritis, Hahn
said. The drug may reduce the duration of
COVID-19 symptoms, as well as viral shedding, which can help prevent the spread of
disease. Bayer announced yesterday that it
is seeking an emergency use authorization
for the drug.
Another candidate, Hahn said, is Gilead’s
remdesivir, which is currently undergoing multiple clinical trials as a treatment for COVID-19.
Gilead offered remdesivir for treatment
of a COVID-19 patient in Washington state
and is supplying the drug for two trials in
China for infected individuals with and
without severe symptoms.
Trump said remdesivir is “very close to
approval,” but Hahn did not give a precise
timeline and he cautioned that offering
a drug in the wrong dose could worsen
the disease.
Last month, the National Institutes of
Health (NIH) began a randomized controlled
trial of remdesivir for treatment of COVID-19
patients. The FDA has been working with
Gilead to find multiple pathways to study
the drug under the agency’s investigational
new drug requirements, as well as provide
the drug to patients under the emergency
use program.
© 2020 CenterWatch

The agency has so far granted about
250 patients access to the product through
the emergency use authorization expanded access program, but says controlled
clinical trials are needed to determine if the
drug is safe and effective for treatment of
COVID-19 infection.
Hahn cited the agency’s interest in evaluating therapies such as convalescent plasma
and hyperimmune globulin products taken
from blood donated by people who have
recovered from the virus, that could shorten
the length or lessen the severity of the
COVID-19 illness.
“I have great hope for how we’re going to
come out of this situation,” Hahn said. “What’s
also important is not to provide false hope,
but to provide hope.”

FDA Temporarily Loosens
Regulations on Certain
Non-Invasive Monitoring Devices
In response to the COVID-19 outbreak,
the FDA is temporarily allowing devicemakers to expand the use of certain noninvasive patient monitoring devices so that
trials can remotely keep tabs on patients’
vital signs.
The emergency guidance applies to
certain clinical electronic thermometer,
electrocardiograph (ECG), cardiac monitor,
ECG software for over-the-counter use, pulse
oximetry (spO2), non-invasive blood pressure, respiratory rate/breathing frequency
and electronic stethoscope devices. The FDA
said that the devices can connect to wireless
networks to transmit patient measurements
directly to trials, eliminating the need for
face-to-face interaction.
The new policy, which will last as long as
the public health emergency does, applies
to certain changes to the devices’ indications, claims, functionality, hardware or
software, that would make them suitable for
remote monitoring.
“FDA does not intend to object to
limited modifications … that are used to

support patient monitoring during the
declared public health emergency,” the
guidance says.
Read the full guidance here: https://bit.
ly/2UskYdd.

FDA Suspends BIMO Inspections
The FDA is suspending all inspections for
the agency’s bioresearch monitoring (BIMO)
program, except for those that are deemed
“mission-critical.”
The agency will continue to evaluate
data records in lieu of site inspections on an
interim basis, FDA Commissioner Stephen
Hahn said.
In addition, all eligible FDA employees
are now teleworking. The telework order
from Hahn does not apply to “non-portable”
tasks, such as lab activities or the monitoring of imports, he said.

Pfizer Incorporates Virtual
Reality Tools to Improve
Protocol Compliance Across Sites
Pfizer is providing some of its trial sites with a
virtual reality (VR) training tool that will give
site staff a live 360-degree view of a room in
which simulated procedures are conducted.
Pfizer plans to implement the training tool
across several of its current sites, particularly
those conducting phase 2 and 3 studies. All
new investigative sites also will have access to
the simulation tool. Currently, Pfizer expects
VR training to be used for no more than 3 percent of the more than 200 trials the company
conducts each year.

GeoMap Platform Tools Boost
Virtual Trial Recruiting
GeoMap Clinical is helping attract patients
who are fearful of participating in trials
during the COVID-19 outbreak with new
artificial-intelligence (AI) powered tools that
include online screening as well as encrypted digital contact to set up telephone calls
with study coordinators.
see Industry Briefs on page 4
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COVID-19 Update
continued from page 2

}

drug could be ready in the fall if it works,
but is difficult to manufacture.
AmnioBoost recently announced its
intentions to evaluate AmnioBoost, its
amniotic fluid concentrate, to see how

Industry Briefs
continued from page 3

Using the platform, which doesn’t
require IRB or ethics committee approval,
trials can begin recruiting participants in
under 24 hours.

Medable Releases Virtual Trial
App to Reduce Site Visits Amid
COVID-19 Outbreak
In an effort to reduce study site visits and
potential exposure to and transmission of

}

it fares against the virus. The company said it believes the product has
potential in treating acute respiratory
distress syndrome, the main killer in
COVID-19 infection.
Roche has made progress in efforts to
repurpose its immunosuppressive drug

COVID-19, Medable has released a new
TeleVisit mobile application that allows study
participants to virtually connect with their
clinical trial sites.
The app consents patients for the use of
telemedicine, offers real-time video capabilities and gives participants instant virtual access to study coordinators and investigators.
Medable’s TeleVisit app was designed for
decentralized and hybrid trials and can be
downloaded directly on participants’ mobile
devices or tablets used by sites.

Actemra (tocilizumab) for treating the
coronavirus, gaining FDA approval for a
phase 3 trial. The study, which the drugmaker said will likely begin enrollment in
early April, will test the drug’s safety and
efficacy in treating hospitalized adult patients with severe COVID-19 pneumonia.

Medidata and Medpace to
Create Imaging Integration
Platform for Trials
Medidata and Medpace are joining forces to
create an imaging integration platform for
clinical trials that will provide real-time data
reconciliation, contain a single data repository,
compute quantitative imaging biomarkers
for trials across several different therapeutic areas, create an integrated workflow to
determine eligibility of patients and monitor
response and disease progression.

The CRA Trainer
An Interactive Companion to
The CRA’s Guide to Monitoring
Clinical Research.
The CRA Trainer is a new elearning
companion to The CRA’s Guide that offers
practical exercises, mini-quizzes and realworld scenarios to help guide the trainee
through the lessons presented in the book
and apply them on their daily job.

Learn more at www.centerwatch.com/cratrainer
© 2020 CenterWatch
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Up and Coming
This feature highlights changes in clinical trial
organizations’ personnel.

Achilles Therapeutics
Sergio Quezada has been appointed to the
position of chief scientific officer of Achilles
Therapeutics. Quezada will continue to serve
as professor of cancer immunology and
immunotherapy at the University College
London Cancer Institute.

Adaptate Biotherapeutics
Mihriban Tuna has been named chief
scientific officer of UK-based Adaptate
Biotherapeutics. Prior to this role, Tuna was
senior vice president of drug discovery
at F-star. Mark Uden was appointed vice
president of pharmaceutical sciences at
Adaptate, taking this role after his previous
position of vice president of pharmaceutical sciences at GammaDelta Therapeutics.
Additionally, Oxana Polyakova was
appointed head of discovery at Adaptate.
Previously, Polyakova was protein and
molecular group lead at GammaDelta
Therapeutics.

Flagship Pioneering

Merz Aesthetics

Flagship Pioneering has launched Repertoire Immune Medicines, with John Cox
taking the helm as the company’s CEO.
Cox was most recently CEO of Torque
Therapeutics.

Merz Aesthetics has named Samantha
Kerr chief medical officer, tapping her from
Allergan, where she served as vice president
and global area head of medical aesthetics
and devices.

FUJIFILM Diosynth
Biotechnologies

Morphic Therapeutic

Christine Vannais is now chief operating
officer of FUJIFILM Diosynth Biotechnologies. Prior to joining FUJIFILM in 2012, Vannais was safety, health and environmental
manager at Merck Animal Health.

iBio
Thomas Isett has been named CEO of
iBio. Previously, Isett was managing director of i.e. Advising, a strategy and consulting company.

Impulse Dynamics
Impulse Dynamics has appointed Ishu Rao
to the role of medical director. Rao was most
previously a self-employed cardiac electrophysiologist.

Affimed

Leap Therapeutics

Affimed has found its new chief scientific
officer in Arndt Schottelius, who was most
recently executive vice president and head
of R&D at Kymab Group.

Douglas Onsi will now serve as president
and CEO of Leap, a promotion from his
previous chief financial officer position
at the company. Leap has also promoted
Cynthia Sirard from the role of vice
president of clinical R&D to the position
of chief medical officer. Also, Leap has
promoted Mark O’Mahony to the role
of chief manufacturing officer. O’Mahony
was most recently Leap’s vice president of
manufacturing.

Amneal Pharmaceuticals
Tasos Konidaris has been appointed to the
role of senior vice president, chief financial
officer of Amneal Pharmaceuticals. Most
recently, Konidaris was chief financial officer
of Alcresta Therapeutics.

Morphic Therapeutic has announced the
hiring of Peter Linde, who will serve as
chief medical officer. Prior to this role, Linde
served as vice president of medical research
at Acceleron Pharma.

NeoPhore
Matthew Baker has been named CEO of
NeoPhore. Prior, Baker was chief scientific
officer of Denceptor Therapeutics.

Santen
Santen has promoted chief operating officer
Shigeo Taniuchi to the role of CEO. Takahiro Morita, Santen’s head of sales, has also
been promoted to the company’s head of
marketing. Santen promoted Minori Hara,
general manager of global information security and governance group, to the role of
chief information officer. Tatsuya Kaihara,
Santen’s previous chief strategy officer, has
been promoted to head the company’s
North America business.

Vectura Group
Mark Bridgewater has joined UK-based
Vectura as the company’s new chief commercial officer. Bridgewater was most
recently vice president of business development and account management for Europe
and Asia at Flex Health Solutions.

Informed Consent
Human Subject Protection in the Digital Health Age
A CenterWatch Webinar
Tuesday, March 31, 2020 • 1:30 p.m.–3:00 p.m. EDT
Learn more: www.centerwatch.com/informedconsent
© 2020 CenterWatch
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Features
Remote Monitoring
continued from page 1

For instance, Cioffi says that one may assume that site staff reading a subjective and
seemingly benign measure over the phone,
like a quality of life measure, would suffice for
remote data assessment. “But you have to ask
if that’s scientifically valid,” says Cioffi. “If the
person reading that measure adlibs the question or if they put unnecessary emphasis on
part of the question, will that influence the
answer of the patient?” Despite this potential
issue, Cioffi says that there are several studies
that validate the use of telephonic remote
assessment of several endpoints across different therapeutic areas. In-depth structured
interviews that are traditionally performed
in the clinic, for example, have literature supporting the use of telephone administration.
“When moving to remote assessment, I
would encourage people to look at the type
of data that you’re collecting and understand
if it’s going to be valid,” adds Cioffi. The other
thing Cioffi recommends is using online video
technology to remotely assess physical-related
patient outcomes, such as fine motor control.
Cioffi adds that trial sponsors should ensure
they are collecting enough validated safety
and efficacy data when performing remote
assessments. This will reduce the likelihood of
having missing data at the end of the trial. “It’s
very important to document what we do and
why we fail to obtain certain measurements,”
he says, “and that should be documented and
clearly specified in the clinical study report
if the limitation is actually imposed by the
COVID-19 crisis that we’re going through.”
Sites and sponsors are moving toward reducing or eliminating site visits, adding virtual
support staff and weighing the risk/benefit
of continuing trials that may not have a direct
benefit in the fight against COVID-19. All of
these changes are resulting in many more
protocol amendments than usual, experts say.
For trials that will continue, many sponsors
are considering or actively seeking to change
study protocols to allow for fewer onsite visits
© 2020 CenterWatch

and more telemedicine or home visits, which
can help reduce the risk of virus transmission.
COVID-19 screening procedures mandated
by the institution that is conducting the
trial do not need to be reported as protocol
amendments, the new FDA guidance said.
Following the FDA’s lead, on Friday the
European Medicines Agency (EMA) issued a
straight-to-final guidance that said sponsors
in the EU should conduct risk assessments of
all trial procedures in the face of the COVID-19
outbreak and also suggests they should hold
off on initiating trials or adding participants to
current trials.
The guidance says sponsors should consider such measures as:
} Conversion of physical visits into phone
or video visits;
} Postponement or complete cancellation of visits to ensure that only strictly
necessary visits are performed at sites;
} A temporary halt of the trial at some or
all trial sites;
} Transfer of participants to sites away
from risk zones;
} Suspension or slowing down of recruitment of trial participants;
} Extension of the duration of the trial;
} Postponement of trials or activation of
sites that have not yet been initiated; and
} Closing of sites.
The guidance also notes that some EU
member states allow delivery of investigational medications directly to patients in a
state of emergency.
In the U.S., the FDA emphasizes that trial
participants must be kept informed of the nature and impact on their health of all changes
made in relation to COVID-19.
Sponsors and investigators should document how restrictions related to COVID-19 led
to study changes, the duration of changes,
which trial participants were affected and
in what way, and why specific data may be
missing from case report forms. Sponsors also
should address in their statistical analysis plans
how protocol deviations will be handled.

The guidance said final clinical study
reports should contain an explanation of contingency measures implemented to manage
study conduct during disruption of the study,
a list of all participants affected by unique
subject number identifier and investigational
site and a description of how the individual’s
participation was altered. The impact of
contingency measures on data analysis also
should be addressed.
Changes made to protocols still need to
be approved by IRBs, even if these changes
need to be made rapidly. “Like most people
in the IRB world, this issue is consuming a lot
of our time and energy,” David Borasky, vice
president of WCG Clinical’s IRB compliance,
said during the webinar.
Consistent with the FDA’s new guidance,
Borasky says that the IRB isn’t going to be
a roadblock to making changes that are
essential to maintaining research that is ethically appropriate and maximizes the safety
of study participants, research teams and the
general public. According to Borasky, research
approved by the IRB before the COVID-19
outbreak will likely have to be re-approved if
these protocol changes are made.
Changes made to a study protocol without
IRB approval should still be submitted as soon
as possible. The WCG IRBs expect changes to
be reported to them within five days but understand that this may not always be feasible
due to the constantly evolving circumstances
associated with the crisis.
In addition to protocol changes, Suzanne
Caruso, vice president of clinical solutions at
WCG, says she is seeing dramatic shifts in the
way trials are operating and communicating
in response to the pandemic. “We are seeing
departments that would typically see research
patients close down and reopen to accommodate patients with COVID-19,” says Caruso.
Additionally, Caruso says she is seeing tremendous reallocation of clinical trial nurses and
other trial support staff to hospitals that care
for patients with the virus.
see Remote Monitoring on page 8
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Trial Questions
continued from page 1

letting them know the impact of clinical studies
they’re participating in, do those written communications need to be approved by the IRB?
A: Yes. In general, we like the IRB to review
and approve anything that’s going to be participant-facing. Obviously, if participants need
to be immediately notified of something and
it can’t wait because it presents an imminent
threat to them, they don’t have to wait [for IRB
approval]. But ideally it would get to the IRB,
most of these things can be expedited. We are
prioritizing and turning things around related
to this very quickly. – David Borasky, vice president of WCG Clinical’s IRB compliance
Q: If a protocol is amended as such that
it allows visits from home or outside lab
monitoring or something like that, and the
intention of this change only exists for the
duration of this pandemic precautions, can
the amendment of the protocol be temporary
so that it returns back to the normal protocol
after the precautions are lifted?
A: Yes, it can. Obviously, it’s not clear when
things will “return to normal” for research
studies, but protocol amendments can definitely be temporary. That’s part of the reason
we’re not requiring full protocol amendments
because we also presume that some of these
things, should everything return normal in a
relatively short period of time, will want to be
unbundled from the protocol and return it to
its original state. A number of sponsors will
prefer the IRB be notified that amendment
measures are ending after the pandemic
precautions have been lifted, just to have that
documentation. – David Borasky, vice president
of WCG Clinical’s IRB compliance
Q: What kind of technology is available to
use to help us in a time when we can’t access
patients directly, and how is that technology
best implemented?
A: There are eSource applications that can be
used to collect not only audio information from
perhaps an interview with a patient, which can
be transcribed in the eSource tablet or an EDC
© 2020 CenterWatch

system. There are also video applications that
can be used along with those, like several of the
eCOA applications commercially available. Many
of the trials in neuroscience and some in oncology are using either eCOA technology or ePRO
technology, they’re readily set up to be able to
do this. There are also different companies that
do telemedicine, which can allow for video as
well as audio communication with the patient
and allow recording of the source information.
– Michael Cioffi, senior vice president of clinical
solutions and strategic partnerships at WCG
Q: If a study is still continuing and a participant is asked to come in for a clinic visit amid
the current risks and precautions, if the study
participant refuses to come to the study institution because of their concerns about infection,
should they stay in the study? Is it appropriate
for them to stay in the study if they refuse to
come in for safety monitoring and other visits,
or should the investigator consider taking them
out of the study if they can’t adequately assess
that participant’s safety and efficacy.
A: My intuition here is to take them out. If
you can’t monitor your subjects and there are
risks involved in the kind of study that is being
conducted, then patient safety comes first. I
think those participants have to at least be suspended, if you will, if not removed. You make
sure you document that happens, in terms of
data integrity. It’s more likely that some people
are not going to be able to travel to sites due
to the shutting down of public transportation.
– Arthur Caplan, PhD, professor of bioethics and
founding director of the division of medical ethics
at NYU Langone Medical Center
Q: Can you clarify what you mean by “virtual
support staff?” Some people took this to mean
that the support staff was a sponsor employee.
A: We, at WCG, are supporting engagements
just like this. Virtual support staff does not mean
a sponsor employee. It’s a third party like us
[WCG] that is coming in and supporting these
institutions. I cannot express to you the administrative burden that can be lifted off nurses by
just setting up phone calls, just following up
with patients that they know aren’t going to be

able to come in. If there’s something that nurses
are going to be stressed about, they don’t want
to leave their patients in the dark while they’re
treating and triaging the COVID-19 patients.
To have an independent party that’s part of
the study, that knows what’s going on in the
study and knows that they’re reaching out to
the participants of that study has really been
helpful. Sponsors have been reaching out to us
[WCG] for this virtual support. – Suzanne Caruso,
vice president of clinical solutions at WCG
Q: The stress of the pandemic likely has an
effect on a patient, but when it comes to measuring quality of life outcomes remotely, how
will sponsors be able to separate that stress
from the impact of the intervention in studies
where quality of life is an endpoint?
A: This is part of the challenge in what can
affect measurement. Given if a patient is infected by COVID-19 or just the stress and pressures
of quarantine because of government orders,
this could absolutely affect the measurement.
I think what we’re partly seeing from the
FDA’s guidance is that if we feel we’re going
to miss assessments or if an assessment may
be altered by the pandemic crisis, we should
note and document that the assessments were
taken under conditions such as this. – Michael
Cioffi, senior vice president of clinical solutions
and strategic partnerships at WCG
Q: If a site puts in a general screening
procedure for COVID-19 that applies to every
person that comes into the institution, does
that require a protocol amendment if it also
applies to study participants?
A: The FDA guidance actually discusses
this. If screening procedures are mandated
by the healthcare system, you do not need to
report the amendment to the protocol, even if
it’s done for the mere purpose of that person
coming in for a study visit. You would only
need to do that if you are going to incorporate
the data that are collected as part of your
research objective. If it’s just being done as
general screening where someone comes to
that hospital and every single person is getting
see Trial Questions on page 8
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Remote Monitoring
continued from page 6

One of the increasing industry practices
Caruso is hearing about right now involves
moving toward adding virtual support staff
to reduce contact between people. This is a
somewhat considerable turnaround to how
clinical trials traditionally operate. “Transparently, we do not have a lot of the industry
working in the virtual space of clinical trials,”
says Caruso. “The majority of trials ongoing
are in the traditional model where the patient goes to the site.” As the result, transitioning to a virtual trial is a hot topic today.
“Where sponsors are beginning first is
making sure that study coordinators have
support virtually,” she says. “That means that
sponsors are implementing additional virtual
support staff that can take on the administrative functions for that clinical trial.” Administrative support tasks that can be handled virtually include scheduling/rescheduling visits as
well as reaching out to study participants by

Trial Questions
continued from page 7

that screening regardless of whether they’re
coming for that clinical trial or not, it doesn’t
have to be submitted. If you are collecting that
screening data as part of your study objective,
it will have to be submitted. – Suzanne Caruso,
vice president of clinical solutions at WCG
Q: We’re making a lot of changes to
protocols now to move things toward a more
remote setting. Now that more sponsors and
sites are using telemedicine and remote measures and are getting comfortable with this
during this time, do you think more trials will
continue to move toward using more virtual
aspects well after this pandemic has ended?
A: I’m going to say 100% yes. I think one
of the legacies of all this will be much more
remote and telemedicine activity [in trials]. I
think people are going to like not having to go
in and having the option to being consented
and monitored remotely. This won’t be true for
everything, and there still will be onsite visits,
but I think it’s going to be a major shift. But
© 2020 CenterWatch

email or phone to discuss whether scheduled
onsite visits will be appropriate.
Caruso also says that she is seeing a lot of
different strategies to support remote communications toward clinical trial teams. “There are
now sponsors having webinars across all of their
investigator sites,” she says. Short and concise
daily emailed news reports about the study are
also being sent out by sponsors to investigators
and investigator staff. “These news reports are
very, very helpful in letting study coordinators
know what is ongoing,” says Caruso.
In addition, Caruso says that she is seeing
a lot of industry partners, particularly in the
European Union, who are employing a designated carrier to take an investigational product
directly from a pharmacy to the patient,
further minimizing the need for onsite visits.
Borasky adds that trials that wish to ship investigational products directly to patients without
them having to come into the site will need
to get this approved by the IRB if this wasn’t
included in the previously approved protocol.

Arthur Caplan, professor of bioethics and
founding director of the division of medical ethics at NYU Langone Medical Center,
says the kind of studies he believes need to
end, at least temporarily, are observational
studies, pragmatic trials, phase 1 studies and
animal studies. “We have to cut those back
because they’re not going to directly benefit
in any imminent way for battling the virus,”
he says. Studies that do not necessarily need
to be stopped are those that are currently
remote or those that don’t divert personnel
who are needed in the clinical setting to
care for patients with the viral infection. He
also recommends continuing trials in which
patients are clearly receiving a benefit from
the drug under study.
Comments on the final guidance may be
submitted to the agency at any time.
Read the FDA guidance here: https://bit.ly/
2J4z92E.
Read the EMA guidance at: https://bit.ly/2
xRYlqN.

even if we self-quarantine and practice social
isolation as we should, it doesn’t mean the virus
is going away. I think we’re going to managing
this with more remote and telemedicine things
for the next year until we hear about a vaccine
or some therapy. – Arthur Caplan, PhD, professor
of bioethics and founding director of the division
of medical ethics at NYU Langone Medical Center
Q: You mentioned stopping all “non-beneficial studies” whereas other people are simply
wanting to modify trials to allow for more virtual and remote visits. You didn’t mean stop all
trials that aren’t related to the virus, did you?
A: I think non-beneficial research —
exploratory research and phase 1 — I would
say suspend that now. Secondly, you don’t
want people who are supposed to be socially
isolating coming in and conducting research.
Think about your own workforce too. Beneficial research I think will be proceeding, but
I think you’re going to see a lot of interruptions of ongoing and certainly novel experiments and research. – Arthur Caplan, PhD,
professor of bioethics and founding director of

the division of medical ethics at NYU Langone
Medical Center
Q: And when you use the term “beneficial research,” can you clarify what you mean by that?
A: If someone was really in a phase 3 study
and we knew they were really getting efficacy
for their cancer or being helped by whatever
the research product/intervention was, then
I think there should be a negotiation with the
sponsor and the institution to try and maintain
access to the agent. It might even require a
study design change and pulling out a placebo
arm and so forth. That might require not talking to the IRB but the DSMB. But I don’t want
people who are getting something that has
demonstrated efficacy beyond minimal to be
left adrift or not be able to have access. That
said, every company that I’m talking to is saying
that they’re reorienting not only their staff and
scientists, but also their manufacturing capability to get ready to make COVID-19 medicines
or vaccines. – Arthur Caplan, PhD, professor of
bioethics and founding director of the division of
medical ethics at NYU Langone Medical Center
CWW2412
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Drug & Device Pipeline News
Company
COVID-19 Trials

Drug/Device

Medical Condition

Status

Sponsor Contact

Lattice Biologics

AmnioBoost

severe acute respiratory syndrome
(SARS) related to COVID-19
infection

initiation of phase 1 trial

latticebiologics.com

Moderna, Inc.

mRNA vaccine
(mRNA-1273)

coronavirus (SARS-CoV-2/
COVID-19)

first patient dosed in phase
1 trial

modernatx.com

Regeneron
Sanofi

Kevzara (sarilumab)

patients hospitalized with severe
COVID-19 infection

initiation of phase 2/3 trial

regeneron.com
sanofi.com

Genentech

Actemra (tocilizumab) hospitalized adults with severe
plus standard of care COVID-19 pneumonia

initiation of phase 3 trial

gene.com

Roche

cobas SARS-CoV-2
Test

coronavirus (SARS-CoV-2/
COVID-19)

approved by the FDA

roche.com

Surface Oncology

SRF617

advanced solid tumors

initiation of phase 1/1b trial

surfaceoncology.com

Arch Biopartners

Metablok (LSALT
peptide)

inflammation in the lungs, liver and patient dosing complete in
kidneys
phase 1 trial

archbiopartners.com

InxMed

IN10018
monotherapy and
in combination with
MEKi

metastatic uveal melanoma
or NRAS mutant metastatic
melanoma

first patient dosed in phase
1b trial

inxmed.com

Applied Genetic
Technologies
Corporation

adeno-associated
virus (AAV)-based
gene therapy

achromatopsia due to mutation in
the ACHM CNGB3 or ACHM CNGA3
genes

patient enrollment complete
in adult dose group in phase
1/2 trial

agtc.com

Cellphire

Thrombosomes

bleeding patients with
thrombocytopenia

initiation of phase 2 trial

cellphire.com

BELLUS Health

BLU-5937

refractory chronic cough

patient enrollment complete
in phase 2 trial

bellushealth.com

Graybug Vision

GB-102

anti-VEGF-responsive wet agerelated macular degeneration

patient enrollment complete
in phase 2b trial

graybug.com

Abeona
Therapeutics

EB-101 gene therapy

recessive dystrophic epidermolysis
bullosa

first patient dosed in phase
3 trial

abeonatherapeutics.com

Blue Earth
Diagnostics

rhPSMA-7.3 (18F),
Prostate Specific
Membrane Antigentargeted radiohybrid
PET imaging agent

newly diagnosed prostate cancer

first patient dosed in phase
3 trial

blueearthdiagnostics.com

Alpine Immune
Sciences

ALPN-101

prevention and treatment of acute
GVHD

Orphan Drug designation
granted by the FDA

alpineimmunesciences.com

Rhythm
Pharmaceuticals

setmelanotide

Alström syndrome

Orphan Drug designation
granted by the FDA

rhythmtx.com

Eli Lilly

Olumiant (baricitinib)

alopecia areata

Breakthrough Therapy
designation granted by the
FDA

lilly.com

All Other Trials

Incyte

incyte.com

Neural Fiber Optic
Systems

FLOXsp Spinal Cord
blood flow and oxygenation
Flow and Oxygenation monitoring of the spinal cord to
System
prevent paralysis during and after
aortic and major spine surgery

Breakthrough Device
designation granted by the
FDA

kenblockconsulting.com

Endologix

Alto Abdominal Stent
Graft System

approved by the FDA

endologix.com
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abdominal aortic aneurysms
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CWMarketPlace is a monthly section featuring a range of clinical research service providers who have Industry Provider Profile pages
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CONTRACT RESEARCH ORGANIZATION

CLINICAL TRIALS MONITORING SERVICES

Concentrics Research

Emericlin

Concentrics Research is a unique CRO specializing in late-stage (phase
2-4) research with nearly 30 years of expertise in clinical research and
healthcare marketing research.

We are a project-based staffing company that strives to match your
business needs with the CRAs that best suit your project, budget
requirements, timelines and individual personalities.

Criterium

Promedica International

Criterium is a full-service CRO that offers a unique mix of high-quality
clinical research services, real-time data acquisition and management,
and personalized communication processes.

Promedica International provides clinical and regulatory expertise to the
medical device, pharmaceutical and biotechnology industries.

Indianapolis, IN
800.800.5525
julie.aker@concentricsresearch.com

Saratoga Springs, NY
518.583.0095
rkschnel@criteriuminc.com

Scotch Plains, NJ
908.603.1316
dberk@emericlin.com

Costa Mesa, CA
714.460.7363
thopton@promedica-intl.com

INVESTIGATIVE SITE NET WORKS (NON SMO)

DZS Clinical Services, Inc.

Celerion

DZS has provided tailor-made contract research and eClinical services to
some of the largest global pharmaceutical companies and the smallest
biotech start-ups.

Celerion applies our expertise and experience to translating information
gained in research to knowledge of drug action and effect in humans to
support early drug development decisions.

Pivotal

Evolution Research Group

We are a leading privately held European CRO and, since inception in
2001, we have experienced a fast and steady organic growth. We are
currently employing some 200 cross-functional professionals.

Evolution Research Group is the largest independent clinical research
site company in the U.S. and the leader in CNS clinical study execution.

WCCT Global

Summit Research Network, Inc.

WCCT Global is a multisite, full-service pharmaceutical CRO of outsourced early drug development and late-phase CRO services to the
pharmaceutical, biotechnology and medical device industries.

Summit Research Network is an independent medical research organization with an outpatient facility located in the greater Portland, Ore.,
area.

Bound Brook, NJ
732.764.6970
gambra@dzs.com

Madrid, Spain
0034.679.488.022
bd@pivotal.es

Costa Mesa, CA
657.229.6907
mgr@wcct.com
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Lincoln, NE
402.476.2811
info@celerion.com

New Providence, NJ
310.927.8874
sblacka@ergclinical.com

Portland, OR
503.972.9818
jhockley@summitnetwork.com
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