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Sites and Sponsors Streamlining Qualification
Efforts with Technology, Process Revisions
By Charlie Passut

S

ites and sponsors are working toward
improving the site qualification
process, which is cumbersome, timeconsuming and can be costly. Solutions
range from data-driven technological tools
for sharing information to paring down
feasibility processes.
Site qualification can take up to 30
percent of a trial’s timeline, and much
of the work is repetitive and an inefficient use of a site’s resources. But by
standardizing the information sponsors
ask for again and again and locating it in
a central hub, sites are broadening their
reach and attracting more sponsors with
less effort than they’ve had to exert in
the past.

The Shared Investigator Platform (SIP),
developed by Cognizant in collaboration
with several large pharma companies, is a
cloud-based system that allows sponsors to
search for sites and also provides a secure
space for stakeholders to exchange documents and information about clinical studies.
Richard Dima, director for clinical
research at Northwell Health, said SIP can
quickly link sponsors focused on a particular
area of study with sites based on information entered into the platform by investigators. The system is also an especially valuable tool for sponsors and sites that aren’t
familiar with one another. “It’s a step in the
right direction, especially since COVID-19,”
he said. “I’m hoping these platforms can be
see Sites and Sponsors Streamlining on page 7
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New Algorithm Tested and Validated by CSDD
Highly Predictive of Patient Burden
By Charlie Passut

R

esearchers at the Tufts Center for
the Study of Drug Development
(CSDD) have developed and tested
an algorithm that can calculate a single
numerical patient burden score for a clinical protocol.
It is comprised of procedural burden,
which includes all procedures performed
in a trial and accounts for varying demographic experiences, clinical logistic
factor adjustments and patient lifestyle
adjustments, said CSDD project manager
Michael Wilkinson.
To prove the algorithm worked,
Wilkinson said CSDD used it to compare
patient burden scores to about 260
protocol metrics in a CSDD database. In

all cases, the algorithm showed trial procedures with high patient burden scores
correlated with negative trial outcomes,
such as increased trial length and patient
dropout rate, proving its value as a predictive tool.
CSDD said it hopes the industry will
study the innovation and use it as a tool to
develop simplified protocols that encourage patient participation and retention.
The algorithm was developed in two
phases, according to Wilkinson. The first
phase, launched in 2018, focused on
putting together basic patient burden
metrics and included a rating system
where patients were asked to rank several
routine procedures, such as blood draws,
see New Algorithm on page 8
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COVID-19 Update
COVID-19 Drug Research
Roundup
COVID-19 Therapies:
Treatment with Roche’s rheumatoid
arthritis drug tocilizumab reduced the
rate of death by 14 percent in hospitalized patients with COVID-19, according to
findings from the 36,100-participant global
RECOVERY trial. A total of 2,022 patients in
the study were randomized to intravenous
tocilizumab, while another 2,094 were randomly assigned to standard of care alone.
In the study, the addition of tocilizumab
to dexamethasone prevented one death
for every 25 patients. Up to 596 patients in
the tocilizumab arm died within 28 days
compared with 694 patients in the control
arm. Based on the findings, the investigators
estimated that the treatment combination
may reduce deaths in hospitalized patients
by up to one-third.
An early-stage phase 1 study out of Tel
Aviv Sourasky Medical Center found that
29 out of 30 patients with moderate-tosevere COVID-19 recovered within three to
five days following treatment with novel
cancer drug EXO-CD24. The endpoint of
the study was safety, which included an
assessment of adverse events that occurred over a 35-day period. In the study,
participants inhaled the exosomes-based
EXO-CD24 once per day for five days.
The study, which is sponsored by Tel Aviv
Sourasky Medical Center, is still currently
recruiting to evaluate the therapy’s safety
in patients with COVID-19.
The Bill and Melinda Gates Foundation and FastGrants are funneling financing toward a global COVID-19 clinical trial
focused on antiparasitic agent ivermectin
and selective serotonin reuptake inhibitor
fluvoxamine. The study will be part of the
adaptive Together COVID-19 Trial and will involve participants from Canada, South Africa
and Brazil. Researchers will examine the role
of these drugs in preventing progression of
COVID-19 in up to 3,200 participants. Initial
Copyright © 2021 by WCG CenterWatch

findings from this trial are expected within
as few as two to three months.
The European Commission says the European Union (EU) is launching the HERA Incubator, a new program to study mutations
in the novel COVID-19-causing coronavirus
SARS-CoV-2. The program will comprise
health authorities and laboratories across
Europe. In addition, the program will work
toward developing specialized tests for new
variants, proposing a genomic-sequencing
funding package of up to 75 million euros
for EU member states. Testing will assess
the impact of mutations on both transmissibility and fatality. The commission says it
will also think about adapting its regulatory
framework to support vaccine approvals
with smaller data sets that are submitted in
real time.
Adagio Therapeutics has dosed its first
participant in a phase 1 trial of its anti-SARSCoV-2 monoclonal antibody ADG20. The
study is evaluating the candidate’s safety,
tolerability and pharmacokinetics in healthy
adults. The company says it plans to move
into global pivotal trials to evaluate ADG20’s
ability to treat and prevent COVID-19, but
only when enough safety data have been
accrued from the phase 1 trial. Preclinical
evidence suggests the candidate is effective against emerging SARS-CoV-2 variants.
Adagio plans to also study intramuscular
and intravenous forms of ADG20 in a future
phase 1 study.
Fujifilm’s Avigan (favipiravir), an antiviral
agent, provides no significant benefit for
reducing mortality in patients with mild
or moderate COVID-19, according to a
meta-analysis of nine global Avigan trials.
The analysis, which has been published as a
preprint on medRxiv, found that treatment
with Avigan was associated with clinical
improvement over seven days if given to
patients early on during their hospitalization. Despite the therapy’s lack of benefit
on COVID-19-related mortality, the drug
is approved for use for COVID-19 in Russia

and China. In 2014, Avigan was approved in
Japan as an emergency flu treatment. Dr.
Reddy’s Laboratories, which purchased
the global rights to the therapy last year,
halted a COVID-19 clinical trial of the drug in
January because of lack of benefit.
Recent findings from the University of
Oxford suggest AstraZeneca’s inhaled corticosteroid therapy Pulmicort (budesonide)
reduces COVID-19-related hospitalizations
by up to 90 percent. In this 28-day study, a
total of 148 patients took either 800 micrograms of Pulmicort twice a day or placebo.
In addition to driving down hospitalization
rates in patients diagnosed with COVID-19,
the therapy also reduced time to recovery.
Patients who took the corticosteroid also
had a faster reduction in symptoms following the 28-day period.
The National Institutes of Health
(NIH) is launching a new study to analyze
remdesivir in pregnant women who have
been prescribed the drug for the treatment
of COVID-19. It will be carried out by NIH’s
International Maternal Pediatric Adolescent
AIDS Clinical Trials (IMPAACT) network at 17
sites in the continental U.S. and Puerto Rico.
COVID-19 Vaccines:
Pfizer and BioNTech have reported the
first dosing of participants in a global phase
2/3 study of the efficacy of their COVID-19
vaccine in pregnant women. The trial will enroll approximately 4,000 participants in nine
countries, including the U.S., the UK, Canada,
South Africa and Argentina.
The UK is set to start the world’s first
COVID-19 human challenge trial within
the next few weeks. The trial will enroll 90
healthy adults between the ages of 18 and
30 years, all of whom will be exposed to
SARS-CoV-2 in a controlled environment.
Researchers will look to develop a model
based on the findings of this small-scale
trial to use for other COVID-19 challenge
studies. Additionally, the study investigators will work to determine the lowest
continues on next page
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(continued from page 2)

dose of the virus that causes infection.
Ultimately, the researchers hope the
challenge model could be used to inform
future vaccine efficacy testing and answer
scientific questions that are difficult to address in traditional field trials.
AstraZeneca is seeking approval of a
next-generation vaccine that targets emerging variants. Work with Oxford University
has already begun to modify its current
vaccine to fight against new variants. If approved, the company hopes to administer
the vaccine to patients by fall 2021. The
accelerated development process suggests
regulators are likely to accept immunogenicity data obtained from small-scale trials. The
AstraZeneca and Oxford vaccine is currently
approved in Europe, the UK and other countries. The FDA is currently awaiting results
from another study before the shot can be
approved in the U.S.

Oxford University also recently announced it has launched a randomized,
phase 2 study testing the safety and immunogenicity of the AstraZeneca COVID-19
vaccine in children between the ages of six
and 17. The study will recruit 300 volunteers,
and 240 of these participants will receive
the vaccine. The remaining volunteers will
receive a meningitis vaccine that will act as a
control. Vaccinations are expected to begin
this month.
Janssen has submitted a conditional
marketing authorization application to
the European Medicines Agency (EMA) for
the accelerated assessment of Johnson &
Johnson’s one-dose COVID-19 vaccine. According to an EMA announcement about the
application, the agency’s human medicines
committee could provide an opinion by the
middle of March, as long as the vaccine’s
efficacy, safety and quality data are suf-

ficient. The EMA has been considering using
preclinical and clinical data for the vaccine
as they become available under a rolling review, as this can shorten the evaluation time.
Quality data, preclinical immunogenicity
data and clinical safety data on the vaccine’s
modified human-adenovirus vector have
already been reviewed by the agency.
Two Canadian researchers are asking
governments to delay administering the
second dose of the Pfizer COVID-19 vaccine,
given recent data suggesting one shot is
more than 92 percent effective while the
second shot adds little benefit. Currently,
the vaccine is authorized to be given 21 days
apart. The pair of researchers, who published
their rationale on delaying the shot in the
New England Journal of Medicine, suggest
giving just one dose of the Pfizer vaccine
could be helpful for certain countries struggling with low supplies and resources.

VIRTUAL WORKSHOP

DATA INTEGRITY FOR
GCP PROFESSIONALS
CORE REQUIREMENTS, EXPECTATIONS AND CHALLENGES
Tuesday, March 23 and Thursday, March 25, 2021 • 10:00 a.m. - 4:30 p.m. EDT
Presented by WCG CenterWatch and Cerulean Associates
This interactive virtual workshop will give you the tools you need to ensure your clinical trials’ electronic
records are trustworthy and reliable across their entire data lifecycle, from initial data creation through
long-term archives.
Learn more at www.centerwatch.com/dataintegrityforgcppros
Copyright © 2021 by WCG CenterWatch
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Industry Briefs
FDA Promotes Patient-Friendly
Communication in Cancer
Trials with New Glossary
A new glossary of terms common in cancer
trials can help site staff communicate more
clearly with participants.
The FDA Oncology Center of Excellence’s
Patient-Friendly Language Project has
released a set of new definitions for terms
cancer trial participants find difficult to understand, such as progression-free survival,
blinded study, compassionate use, first-line
therapy and dose escalation.
The list of more than 30 words and
phrases can be used to help trial participants
make more informed decisions about their
care, the FDA says.
The glossary is available at https://bit.
ly/3pByYyP.

Most Trial Companies Satisfied
with Their EDC Solutions and
Providers, Survey Shows
Despite no improvement for the past three
years in the amount of time it takes to
complete certain key processes in a clinical
trial, most organizations are satisfied with
their electronic data capture (EDC) solutions
and providers, according to a global survey
by the Tufts Center for the Study of Drug
Development (CSDD), with collaboration
and funding from IBM Watson Health.
More than 12 different EDC solutions
were identified by the survey’s 194 respondents. Most organizations (73.9 percent)
reported using two or more solutions, while
the remaining 26.1 percent reported using
only one. The typical respondent noted
3.3 different pain points associated with
their primary EDC solution. Planned (56.5
percent) and unplanned (48.4 percent) midstudy updates and their associated delays
topped the list of pain points, followed by
flexibility and customization challenges
(43.6 percent).
Although 32.3 percent of respondents
cited database go-live delays as a key
Copyright © 2021 by WCG CenterWatch

challenge, the survey found that the
cycle time between final protocol approval and the database go-live milestone both increased slightly the past
three years. First protocol approval to database go-live was 69.4 days in the new
survey, compared to 68.3 days in a survey
conducted in 2017. Last patient, last visit
(LPLV) to database lock also grew to 36.8
days, up from 36.3 days.
The survey found that managing a midstudy update requires about half of the
total time needed to achieve the initial golive release of the database, which explains
why such updates are listed among the top
pain points. But the survey also revealed
that smaller organizations, which were
classified as organizations that performed
fewer than 50 trials a year, were faster at
early-stage data management processes,
while larger organizations were faster in
late-stage processes.
Despite the challenges, 98.3 percent of
respondents said they were satisfied with
data collection from their EDC solution.
Database design (92.9 percent), database
closeout (89.5 percent), the overall end-toend process (88.1 percent), and database
processing and cleaning abilities (83.3
percent) also received high satisfaction
marks. Managing mid-study updates was at
the bottom of the list, with a satisfaction rate
of 67.2 percent.
EDC solutions received high satisfaction marks for their ability to reduce the
number of manual errors (84.1 percent)
and to avoid costs in managing midstudy updates (82.3 percent), while fewer
respondents (75.8 percent) said they were
satisfied with their solution’s ability to
reduce delays in managing mid-study updates. All respondents said they were satisfied with how their EDC systems handled
data capture, randomization and endpoint
adjudication, and more than 90 percent of
respondents said they were satisfied with
their data integration, inventory manage-

ment, query management, medical coding
and electronic consent capabilities.
The survey, conducted between September and October 2020, can be viewed here:
http://bit.ly/3qz5XVR.

MHRA Updates Guidance for
NonCOVID-19 Clinical Trials
Sponsors of nonCOVID-19 trials should
assess how trial participants receiving COVID-19 vaccinations could impact their studies, according to updated guidance from
the UK’s Medicines and Healthcare products
Regulatory Agency (MHRA).
The agency also said protocols for new
nonCOVID-19 trials should address whether
or how to provide vaccinations to participants in order to avoid substantial protocol
amendments in the future.
If a sponsor of an ongoing trial determines the vaccine would have no interaction
with the drug being tested, they can inform
the agency as part of their trials’ next substantial amendment, labeling it a “nonsubstantial update.”
But in cases where potential issues
are identified — such as in trials testing immune-related mechanisms — a
substantial amendment to the MHRA and
the appropriate research ethics committee approval is required. In such cases,
trial protocols must consider if a minimal
period of time must separate dosing with
the investigational product and administration of the vaccine. MHRA also requires
a risk-benefit discussion to support sponsors’ decisions.
In blinded trials, MHRA said sponsors
should consider whether their trial subjects
would require unblinding in order to receive
a COVID-19 vaccine. Although sponsors can
unblind subjects on an individual basis, the
agency said sponsors should encourage
them to remain in the trial. “They should ideally not be withdrawn, unless they explicitly
request this,” MHRA said.
continues on next page
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Read the updated guidance here:
http://bit.ly/3qEVDvp. MHRA said it is
working on separate guidance for
COVID-19 vaccine trials.

Study Finds Minorities, Older
Americans Underrepresented
in U.S.-Based Vaccine Trials
Minorities and people aged 65 years and
older are underrepresented in vaccine clinical trials compared to the U.S. population,
but women are overrepresented in such
trials, according to a cross-sectional study of
hundreds of vaccine trials conducted over
the past decade.
The study, conducted by researchers
across the U.S. and Puerto Rico, looked at
230 U.S.-based vaccine trials that collectively
included 219,555 participants, but because
only 134 (58.3 percent) of the trials reported
data by race and 79 (34.3 percent) by ethnic-

ity, the study pool of adult participants was
reduced to 49,459.
The study examined data from completed U.S.-based vaccine trials that were
registered on the ClinicalTrials.gov website
from July 1, 2011, through June 30, 2020.
Whites made up 77.9 percent of the vaccine
trial population, which was above their
share of the U.S. population in 2011 and
2018 (74.1 and 76.3 percent, respectively),
according to U.S. census data. Meanwhile,
Hispanic or Latino individuals made up 11.6
percent of trials, but accounted for 16.7 and
18.5 percent of the U.S. population in 2011
and 2018, respectively.
Black or African American participants
made up 10.6 percent of the vaccine trials
studied but were 12.6 and 13.9 percent
of the U.S. population in 2011 and 2018,
respectively. Shortfalls were also observed
for Asian (5.6 percent in trials; 4.8 and 5.9

percent in census data) and American Indian
or Alaska Native (0.4 percent in trials; 0.8
and 1.3 percent in census data) participants, while Hawaiian or Pacific Islander
participants matched the census data at 0.2
percent in both 2011 and 2018.
Meanwhile, 56 percent of vaccine trial
participants identified as female, and
they accounted for 51.5 percent of the
U.S. population in 2011 and 50.8 percent
in 2018. Among the 170 studies reporting age as a percentage, 12.1 percent of
participants were aged 65 years or older,
but accounted for 16 percent of the U.S.
population in 2018. When analyzed by
phase, older adults were underrepresented
across all trial phases, but their greatest
participation was in phase 3 trials.
The study was published by JAMA Network Open. Read the study here: http://bit.
ly/3uh6GgE.

With the world on pandemic lockdown and remote
monitoring becoming a necessity, sponsors are
increasingly turning to a risk-based approach to make
sure they focus their limited time and resources on
checking the data most critical to trial success.

Implement risk-based monitoring methods
into your daily practice and as part of your organization’s
training program with this customizable manual.
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Up and Coming
This feature highlights changes in clinical
trial organizations’ personnel.

Affinia Therapeutics
Petra Kaufmann, gene therapy development expert and previous senior vice
president and head of clinical development at Novartis Gene Therapies, has
joined Affinia Therapeutics as its newest
chief medical officer. Charles Albright,
former executive vice president and chief
scientific officer at Editas Medicine, has
also joined Affinia as its newest chief
scientific officer.

Connectyx
I. Richard Garr, former CEO of Neuralstem,
has been appointed CEO of Connectyx. Another new appointment made at Connectyx
is Ron Bordens to executive vice president
of technical operations and manufacturing.
Bordens previously held the same role at
Curative Biotech.

Elligo Health Research

Andrew Yates has been appointed senior
vice president and chief scientific officer
of Artelo Biosciences. Most recently, Yates
held various roles involved in development
and commercial strategy as well as medical
affairs at AstraZeneca.

Elligo Health Research has made several
appointments to the company’s leadership team, including Katie Eyestone to
vice president of healthcare partnerships,
Kathleen Fairall to chief people officer
and Vanessa Watson to vice president of
practice success. Eyestone was previously
the chief transformation officer at HSS,
Fairall was principal at Act III Consulting and
Watson most recently served as director of
site communications and strategic development at Optimal Research.

Athersys

Flagship Pioneering

Gil Van Bokkelen has stepped down from
his role of CEO at Athersys. In his place, the
company has appointed chief operating
officer William Lehmann as interim CEO.
Prior to joining Athersys in 2001, Lehmann
was involved in McKinsey & Co.’s Business
Building practice.

Diego Miralles has been tapped by Flagship Pioneering to serve as the company’s
new CEO-partner. Miralles previously served
as CEO of Vividion Therapeutics.

Artelo Biosciences

BioCardia
Sujith Shetty, BioCardia’s vice president
of clinical and regulatory, has assumed
the role of chief medical officer. Prior to
his time at BioCardia, Shetty was vice
president of clinical and regulatory at
Vascular Dynamics.

BioDelivery Sciences
Terry Coelho, BioDelivery Sciences’
chief financial officer, has been promoted to executive vice president.
Prior to joining BioDelivery, Coelho was
chief financial officer and treasurer at
Balchem.
Copyright © 2021 by WCG CenterWatch

jCyte
jCyte has appointed Samir Mody to chief
commercial officer, Friedrich Asmus to senior vice president of clinical development
and medical affairs and Joel Centeno
to senior vice president of manufacturing, quality and supply chain. Previously,
Mody served as vice president of CRHF
strategy, health economics and reimbursement at Medtronic, Asmus was the vice
president of clinical development at ProQR
Therapeutics and Centeno was senior vice
president of regulatory, quality and U.S.
operations at Epigenomics.

Life Biosciences
Joan Mannick, who was the co-founder
and chief medical officer at Adicet Bio,

has been named head of R&D at Life
Biosciences.

Lyra Therapeutics
Robert Kern has been named chief medical officer of Lyra Therapeutics. Kern will
continue in his current role of the George
A. Sisson professor and chair of the Department of Otolaryngology – Head and Neck
Surgery at Northwestern University Feinberg
School of Medicine.

Maxwell Biosciences
Maxwell Biosciences has named Sheetal Vali
the company’s new director of drug development. Vali most recently served as head of
drug development at AROG Pharmaceutical.

Parker Institute for Cancer
Immunotherapy
Ute Dugan has been named senior vice
president of clinical research of Parker
Institute for Cancer Immunotherapy. Previously, Dugan served as head of worldwide
oncology external medical affairs at Bristol
Myers Squibb.

Penrose TherapeuTx
Bhardwaj Desai has been named chief
development officer of Penrose TherapeuTx.
Prior to this appointment, Desai served as
a clinical oncology consultant and was the
global medical lead for oncology at Astellas
Pharma.

PolyPeptide Group
Raymond De Vré has been named the new
CEO of PolyPeptide Group. Previously, De
Vré was senior vice president and head of
biologics at Dr. Reddy’s Laboratories.

Surface Oncology
Robert Ross has been named president and
CEO of Surface Oncology. Ross has served
as the company’s chief medical officer since
2016 and was formerly the head of oncology
at bluebird bio.
CWW2508
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utilized even more. Yes, there’s always going
to be that need to reach out here and there,
but that’s a lot less than the entire process
put together.”
Other companies are also developing digital solutions. Diane Carozza, vice
president for clinical strategic solutions at
WCG Clinical, said her team is developing
a new feasibility tool that will allow for
data-driven identification of sites. She said
the company’s proprietary WCG Knowledge
Base system will help clients “make informed
decisions about the investigators that we’re
sending feasibility surveys to.”
“In doing so, we’re able to reduce the
number of questions that we’re asking of
those investigators and almost do a prequalification [visit] before we even send the
survey to them,” Carozza told CenterWatch
Weekly. “We can do that because of the
extensive depth of historical performance
information and experience information we
have on these investigators.”
But some sponsors are taking a different strategy to reducing site burden with
feasibility. For example, Pfizer has internalized the feasibility discussion. “We’ve been
enabled with technology and tools that
have really helped to enhance the feasibility
process,” said Mary-Anne Tomas, director
for site intelligence and selection at Pfizer.
She said internalization “has allowed us to
really take a closer look into utilizing some
of the data sources that are available to us
and allowing us to pare down some of the
questions that we are asking during the
feasibility process and make the process less
cumbersome for sites.”
Elizabeth Weeks-Rowe, a clinical research
training consultant, has seen some developments in the kinds of questions asked
in the site qualification process in recent
years, especially in the area of digital and
technology capabilities needed to collect
patient-reported outcomes. “Data collecCopyright © 2021 by WCG CenterWatch

“We’ve been enabled with
technology and tools that have
really helped to enhance the
feasibility process.”
—Mary-Anne Tomas, director for site
intelligence and selection at Pfizer

tion is becoming more patient-centric,” she
told CenterWatch Weekly, “and there is more
emphasis on technology.”
FQs have evolved over the years,
she said, to include questions about a
site’s digital and technical capabilities.
“Sites have to have good internet and
savvy patients for some of these PROs
(participant-reported outcomes) coming
from e-diaries,” she said. “Data collection is
becoming more patient-centric.”
Peter Fredette, strategic site networks director at IQVIA, said standardizing feasibility
questions to sites is next to impossible. “So
many providers and systems and tech developers have tried,” he said. “I’ve personally
seen at least 20 different versions of portals
from CROs, sponsors and tech providers that
aim to standardize and reuse that type of
feasibility information.
“I can tell you that once that information is collected, sponsors aren’t going to
share it. There’s no incentive for them to do
so. If any standardization and broad implementation comes to us in the feasibility
space, it will come from a grassroots and
site-led movement.”
Meanwhile, the time sites can save filling out multiple FQs is not to be underestimated, according to Amanda Wells,
business development manager at Boise,
Idaho-based Injury Care Research. Wells
said she fills out at least two FQs a day, a
process that takes at least 90 minutes for
each document. “They’re long and there

are a lot of questions,” she said. “And you
can’t just re-use the one you filled out
yesterday, they’re all specific.”
Lauren Kingston, associate director for
clinical trial initiation at EQRx, said sponsors sometimes forget “how much sites are
inundated with our technology solutions.
It’s really important that we offer sites an
opportunity to communicate back with how
it’s going.”
Having a single document that outlines all of its capabilities, whether housed
on a cloud-based platform like SIP or
kept on file at the site, makes the process
easier for both site and sponsor. Wells
said that sponsors all ask the same basic
questions for the most part; being able to
hand over a document that answers those
questions leaves more time for discussion
of a trial’s specifics.
Weeks-Rowe concurs. Having information typically requested in an FQ contained
in a single-page document, “will cut out a
chunk of the evaluation and leaves more
time to talk about the more important
stuff like recruitment” and examining the
site’s facility. It is also helpful for sites to
provide information on their SOPs, especially for drug transport, informed consent
and safety reporting, she said.
While not necessarily a new idea, it
doesn’t appear to be a common practice
and should be, she said. “Sites can do that
and it’s very helpful. Great sites did that
for me.”
Sites also should expect CRAs to look
into their protocols, their schedule of
assessments and their visits to identify
what will ultimately be needed for a trial’s
success, Weeks-Rowe said. She performs
such an analysis before sending a confirmatory email to a site outlining what
will be discussed during a site visit, how
much time the process will take and what
information will be needed to confirm the
site for the trial.
see Sites and Sponsors Streamlining on page 8
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“That is something that CRAs can do
ahead of time,” she said. “You can’t just
give [sites] a generic template.” She added
that she sends such emails at least one
week before an on-site visit — currently an
impossibility due to the pandemic — and
four or five days before a virtual visit. “That
way, the CRC is aware of who needs to be
on the call or what information you need
to discuss.”
The pandemic may have forever changed
the way sponsors conduct qualification
visits. Before the global health crisis, Weeks-

New Algorithm

(continued from page 1)

temperature and blood pressure readings,
using a 0-100 scale. “They were asked to
compare the burden they would expect
from each procedure … to standardize
scores across individual tolerances.” Fiftyeight routine procedures were evaluated
in a phase 2 survey that began in March
2020. Respondents answered 40 questions in total.
Bazgha Qutab, associate principal for
ZS, a global consulting and analytics firm

Rowe said she would typically travel the
country to conduct two or three qualification visits a week. Video conferencing platforms have replaced on-site visits for now
because institutions aren’t allowing visitors
on-site, she said.
Based on her own observations and
conversations with colleagues, she predicts
that once the pandemic ends, “we’re going
to be going back to some on-site visits. But
institutions are realizing that remote can
work just as well sometimes. It’s less costly
for everybody and it can be just as efficient.”
But Kingston said times have changed.
“The real need to do [on-site visits] seems

kind of archaic at this point, to keep going back and confirming the same things
over and over with sites that we have
these long-standing relationships with,”
she said.
Dan Otap, senior alliance and partnerships lead at Genentech, concurred. “When
everything goes back to a ‘new normal,’
prestudy site visits, in a lot of ways, are just
going to go away,” he said. “It’s the sponsor’s responsibility to vet sites, but there’s
a lot of fluff that I don’t think is going to
be permitted any longer. And I think we
can use COVID-19 as a way of helping push
that forward.”

that funded the algorithm’s validation,
called the algorithm “ground-breaking on
the patient-centricity front. There’s a strong
interest in developing the whole story
around patients throughout the life cycle
of a trial. What’s really going to take this
[entire] study forward is connecting the
dots toward the whole gamut of patientcentricity — engagement, retention and
overall experience.”
Nicholl Grove, strategy insights and
planning consultant for ZS, told CenterWatch Weekly that lifestyle variables

researchers looked at included school and
work requirements, caregiver status and
general lifestyle restrictions. They also
considered several participation variables,
including how the patient would get to the
site, the distance from the site, the number
and duration of visits, and topics such as
pickup or concierge service. Wilkinson
said the algorithm was also tested against
various demographic subgroups in phase
2, including gender, race, previous clinical
participation, geographic location and
therapeutic indication.

All the resources you need to pass your
next inspection with flying colors
Surviving an FDA
GCP Inspection
Resources for Investigators, Sponsors,
CROs and IRBs

This report brings together all the guidances, statistics and instructions
you need to successfully get through an FDA inspection. It also explains the
inspection process under the FDA’s Bioresearch Monitoring Program (BIMO),
which sets out a precise routine for each kind of inspection.

LEARN MORE: www.centerwatch.com/sfdagcpi sales@centerwatch.com 617.948.5100

Copyright © 2021 by WCG CenterWatch

Order your copy today!
CWW2508

CenterWatch Weekly Feb. 22, 2021

9 of 13

When the
leaders
developing
COVID-19
interventions
chose an IRB,
550 of them
chose us.

“Tremendous hard work, teamwork and
collaboration for our COVID-19 studies! Prioritizing
reviews, weekends and endless hours working in
the night, I’m very thankful for the WCG IRB team
in working so closely with us to meet the
challenges we faced. You were always there to
help and bring attention to our priorities.”
—SENIOR DIRECTOR, GLOBAL SITE START-UP, TOP 5 CRO

EXPERIEN C E THE B E ST IN E T HIC A L R E VIE W
www.wcgirb.com
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Drug & Device Pipeline News
Company

Drug/Device

Medical Condition

Status

Sponsor Contact

single-dose intranasal COVID-19
vaccine

IND approved by the FDA

altimmune.com

approval from the
Ethics Committee in the
Netherlands to begin phase
1 trial

aimimmuno.com

adagiotx.com

COVID-19 Trials and Actions
Altimmune

AdCOVID

AIM ImmunoTech

Ampligen intranasal prophylaxis or treatment for
therapy
COVID-19 and other respiratory
viral diseases

Adagio Therapeutics ADG20

treatment and prevention of
COVID-19

initiation of phase 1 trial

ImmunityBio

bivalent hAd5 T-cell
COVID-19 vaccine

COVID-19 vaccine

approval to expand phase 1
immunitybio.com
trial to include subcutaneous,
oral and sublingual boost
nantkwest.com

ReAlta Life Sciences

RLS-0071

acute lung injury as a result
of viral infection, including
COVID-19, RSV and influenza

first patient dosed in phase
1 trial

realtalifesciences.com

Diffusion
Pharmaceuticals

trans sodium
crocetinate

hospitalized COVID-19 patients
with confirmed hypoxemia

completion of phase 1b trial

diffusionpharma.com

Clene
Nanomedicine

CNM-ZnAg liquid
solution

acutely symptomatic,
nonhospitalized COVID-19
patients

initiation of phase 2 trial

clene.com

RedHill Biopharma

RHB-107
(upamostat)

patients with symptomatic
COVID-19 who do not require
hospital care

first patient dosed in phase
2/3 trial

redhillbio.com

AstraZeneca-Oxford

COVID-19 vaccine

COVID-19

Emergency Use Authorization astrazeneca.com
(EUA) granted by the World
Health Organization

Becton, Dickinson
and Company

BD SARS-CoV-2/Flu
assay

molecular diagnostic test for both EUA granted by the FDA
SARS-CoV-2 and influenza A+B

Everlywell

Everlywell COVID-19 detection of COVID-19 in
Test Home
asymptomatic individuals who
Collection Kit
have no suspected exposure to
COVID-19

EUA granted by the FDA
for direct-to-consumer
distribution

everlywell.com

GenScript

cPass SARS-CoV-2
Neutralization
Antibody Detection
Kit

detection of COVID-19
neutralizing antibodies without
the use of live virus

EUA granted by the FDA

genscript.com

Luminostics

Clip COVID Rapid
Antigen Test

detection of COVID-19

EUA granted by the FDA

luminostics.com

NantKwest

bd.com

Other Trials and Actions
Akan Biosciences

StroMel

osteoarthritis of the knee

IND approved by the FDA

akanbio.com

Lysogene

LYS-GM101

GM1 gangliosidosis

IND approved by the FDA

lysogene.com

Signature Biologics

Signature Cord
Prime

osteoarthritis of the knee

IND approved by the FDA

signaturebiologics.com
continues on next page
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Drug & Device Pipeline News

(continued from page 10)

Company

Drug/Device

Medical Condition

Status

Sponsor Contact

Avacta Group

AVA6000 prodoxorubicin

FAP-positive locally advanced or
metastatic solid tumors

clinical trial authorization
granted by the UK Medicines
and Healthcare products
Regulatory Agency

avacta.com

Asklepios Bio

SEL-399 combined
with ImmTOR

mitigate unwanted immune
responses associated with gene
therapies

initiation of phase 1 trial

askbio.com

Selecta Bio

selectabio.com

Inhibikase
Therapeutics

IkT-148009

Parkinson’s disease

first patients dosed in phase
1 trial

inhibikase.com

Ultimovacs

Tetanus-Epitope
Targeting (TET)platform

relapsed prostate cancer

first patient dosed in phase
1 trial

ultimovacs.com

vTv Therapeutics

HPP737

psoriasis

initiation of phase 1 trial

vtvtherapeutics.com

Salarius Pharma

seclidemstat

relapsed/refractory Ewing
sarcoma

completion of phase 1
portion of phase 1/2 trial

salariuspharma.com

Kintara Therapeutics VAL-083

recurrent glioblastoma
multiforme

final patient enrolled in phase kintara.com
2 trial

NeoImmuneTech

NT-I7 (efineptakin
alfa) in combinarion
with Opdivo
(nivolumab)

patients with previously treated
advanced or metastatic gastric,
gastro-esophageal junction or
esophageal adenocarcinoma

first patient dosed in phase
2 trial

neoimmunetech.com

Pfizer

elranatamab (PF06863135)

relapsed/refractory multiple
myeloma

first patient dosed in phase
2 trial

pfizer.com

Valbiotis

TOTUM-070

patients with untreated
mild to moderate LDLhypercholesterolemia

approval from French
regulatory authorities to
initiate phase 2 trial

valbiotis.com

Moebius Medical

MM-II

pain due to knee osteoarthritis

first patient dosed in phase
2b trial

moebiusmedical.com

Monopar

Validive

prevention of
chemoradiotherapy-induced
severe oral mucositis in patients
with oropharyngeal cancer

first patient dosed in phase
2b/3 trial

monopartx.com

Forge Biologics

FBX-101

Krabbe disease

Fast-Track, Orphan Drug
and Rare Pediatric Disease
designations granted by the
FDA

forgebiologics.com

Oryzon

iadademstat

acute myeloid leukemia

Orphan Drug designation
granted by the FDA

oryzon.com

Targovax

ONCOS-102

malignant pleural mesothelioma

Fast-Track designation
granted by the FDA

targovax.com

G1 Therapeutics

Cosela (trilaciclib)

decrease the incidence of
chemotherapy-induced
myelosuppression in patients
with extensive-stage small-cell
lung cancer

approved by the FDA

g1therapeutics.com

continues on next page
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Drug & Device Pipeline News

(continued from page 11)

Company

Drug/Device

Medical Condition

Status

Sponsor Contact

Novartis

Entresto (sacubitril/
valsartan)

reduce the risk of cardiovascular
approved by the FDA for
death and hospitalization for
expanded indication
heart failure in adult patients with
chronic heart failure

novartis.com

Pfizer

Panzyga (Immune
Globulin
Intravenous
[Human] – ifas 10%
Liquid Preparation)

chronic inflammatory
demyelinating polyneuropathy

approved by the FDA for
expanded indication

pfizer.com

Regeneron

Evkeeza
adult and pediatric patients age
(evinacumab-dgnb) 12 and older with homozygous
familial hypercholesterolemia

approved by the FDA

regeneron.com

Additive
Orthopaedics

Patient Specific
Talus Spacer

patient-specific total talus
replacement implant

approved by the FDA

additiveorthopaedics.com

Delta International
Service & Logistics

Scrambler Therapy
Technology ST-5A

symptomatic relief of chronic
opioid-resistant pain and chronic
neuropathic and cancer pain

approved by the FDA

st-team.eu

Shockwave Medical

Intravascular
Lithotripsy

severely calcified coronary artery
disease

approved by the FDA

shockwavemedical.com

A vital resource for both
novice and experienced
clinical research coordinators

The CRC’s Guide

to Coordinating Clinical Research

This edition of The CRC’s Guide is a one-volume training
masterpiece that covers the roles and responsibilities
of all key parties involved in managing clinical trials.

FOURTH EDITION

principles of informed consent, writing and training on SOPs, IRB requirements and more:

Sandra “SAM” Sather, MS, CCRC

■

Site feasibility studies

■

Documentation & data integrity

■

■

Study initiation, monitoring and
closeout

■

Investigational product
accountability

Interacting with sponsors, CROs
and clinical trial monitors

■

Devices and biologics research

■

Study protocols and case report
forms

■

Adverse event reporting

Order today at www.centerwatch.com/crcguide
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Research Center Spotlight
Research Center Spotlight is a selection of clinical research centers who have Research Center Profile pages posted on CenterWatch.com.
Included in their annual subscriptions, company profiles are randomly selected to appear in this section, providing added exposure for their
expertise and services in conducting and managing clinical studies.
To learn more about becoming a Research Center Profile page subscriber, contact Sales at 617.948.5100 or sales@centerwatch.com.

Advanced Pharma - Miami
Miami, FL
305.220.2727
samaba@advancedpharmacr.com

Carolina Institute for Clinical Research
Fayetteville, NC
910.302.8151
vgomez@wakeresearch.com

Advanced Pharma – Miami is a dedicated phase 1 clinical research
facility with more than 50 years of combined experience.

Carolina Institute for Clinical Research is a multidisciplinary clinical
research site that brings many years of experience and leadership in
the research community to the Fayetteville area.

Altea Research Institute
Las Vegas, NV
702.527.7401
info@altearesearch.com

ClinSearch
Chattanooga, TN
423.698.4584
info@clinsearch-us.com

Altea Research is a full-time dedicated research center focusing on
psychiatric and central nervous system clinical trials.

ClinSearch is a privately owned dedicated multispecialty research
facility. Established in 1992, ClinSearch has conducted more than 480
phase2. 3 and 4 trials.

Arizona Veterans Research and Education
Foundation					
Phoenix, AZ
602.277.5551
andrea.kamenca@va.gov

Diagnostics Research Group
San Antonio, TX
210.692.7157
bandrews@dxrg.com

AVREF partners with the Phoenix VA Health Care System to deliver
clinical research to more than 120,000 military veterans.

Diagnostics Research Group conducts pharmaceuticals and/or device
testing in the area of adult seasonal and perennial allergic rhinitis.

BioSolutions Clinical Research Center
La Mesa, CA
619.861.5314
info@biosolutionsresearch.com

Evolution Research Group
New Providence, NJ
310.927.8874
sblacka@ergclinical.com

BioSolutions is comprised of community-based Investigators dedicated to overseeing all aspects of clinical trials plus an experienced team
of clinical research professionals focusing on quality research data.

Evolution Research Group (ERG) is the largest independent clinical research site company in the U.S. ERG conducts clinical research in the
areas of central nervous system, NASH/diabetes, tobacco, psychiatry
and pain, among others.
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