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Sites Overwhelmed by Cost and Trial Complexity,
Need Sponsor Help to Bear the Burden
By Leslie Ramsey

D

windling clinical trial financial
resources caused by COVID-19 and
declining investigator participation
are clashing with sponsors’ demand for more
— and more complex — trials, creating a
“perfect storm” of pressure that threatens to
overwhelm the research industry if sites and
sponsors don’t work together to adjust to
the realities of life in a pandemic.
Sites have been under significant
financial and resource pressure since long
before COVID-19, Nicholas Slack, WCG
Clinical executive vice president and chief
commercial officer, said. “They were before
the pandemic and those issues are being
exacerbated by the pandemic. … And so we
have to wonder,” Slack said, “will the volume

[of trials] overwhelm the system if something doesn’t change?”
Slack said that when you dig into the
financial data, you realize that trials aren’t
even a break-even operation. “Actually,
trial costs, research program costs aren’t
covered by the program itself; rather
they’re largely subsidized to the tune of
38 percent,” Slack told attendees at a WCG
Clinical webinar last week.
At the same time, new investigator participation had been significantly declining
in the years before COVID-19 appeared, he
said. Data from WCG Clinical’s KnowledgeBase show that the rate of new investigators
entering the research field has dropped 60
percent in the past five years.
see Sites Overwhelmed on page 8
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Trials Industry to Focus on Patient-Centricity
in Next Phase of Pandemic, Executives Predict
By Elizabeth Tilley Hinkle

T

he future of trials depends on a focus
on patient-centricity as the industry
moves past rapid adoption of novel
trial designs and technology that aids in
decentralization during the COVID-19 pandemic, industry experts named to the PharmaVOICE 100 for 2020 forecast last week.
“The world is completely upside down,”
Donald Deieso, CEO of WCG Clinical said,
referring to changes the industry has made
in the face of the COVID-19 pandemic. “What
we have always done and how we have always done it is irrelevant. The only constant
is why we do what we do.”
In addition to being named to the 100 list,
Deieso won a Red Jacket Award, PharmaVOICE’s “hall of fame” for individuals who have
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been named multiple times to the list of 100
influential people in the pharma industry.
Approaches that include decentralized
trials and digital technology to support
remote monitoring have been shown to be
effective in keeping trials operating during
the pandemic along with broad patient
approval of these approaches. That likely
means a shift to more hybrid studies that
are “location agnostic” and allow patients to
choose the path — virtual, in-person or a
combination, for instance — that works best
for them, Craig Lipset, founder of Clinical
Innovation Partners, said during a panel
discussion at the conference.
Lipset cautioned against just forging ahead to scale up solutions that have
see Trials Industry on page 9
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COVID-19 Update
COVID-19 Drug Research
Roundup
COVID-19 Vaccines:
Results from two phase 1/2 trials out
of Russia have shown that the country’s
controversial two-shot COVID-19 vaccine
from the Gamaleya Research Institute
was safe and led to antibody generation
in all 76 adult volunteers. These findings
follow the abrupt August approval of
the vaccine by the Russian government,
which was criticized as the approval
preceded phase 3 trials of the candidate.
The researchers of this trial, who recently
published their findings in The Lancet,
said the study is limited by its small sample size and lack of a placebo or control
group. A 40,000-volunteer phase 3 trial
of the vaccine is in the works, according
to Russia’s state news agency. This larger
trial will be conducted in Russia, Saudi
Arabia, the Philippines and the United
Arab Emirates. Brazil and India are also on
the potential list of countries where the
vaccine will undergo phase 3 testing.
AstraZeneca (AZ) has had to halt its
phase 3 COVID-19 vaccine trial after a
single UK patient experienced a serious
adverse event, but its CEO believes that
the trial will stay on track as long as the
safety review goes well. AZ chief Pascal Soriot offered assurances that the
company’s timeline of filing for vaccine
approval by the end of the year should
not be impacted as long as the safety
review determines the trial may start up
again. It has not been determined that
the vaccine had anything to do with the
serious adverse event and no conclusions
have yet been made.
A phase 1/2 trial of AstraZeneca’s
COVID-19 vaccine candidate AZD1222 has
begun in Japan. The trial will be conducted across multiple sites in the country
and will test the efficacy and safety of
the vaccine in up to 250 people aged 18
years and over. The pharma company has
© 2020 CenterWatch

signed an agreement with the Japanese
government to supply up to 120 million doses of AZD1222 starting in 2021,
pending approval. A phase 3 trial of the
vaccine has already started in the U.S. This
trial will enroll more than 30,000 participants. Additionally, late-stage trials of the
candidate are underway in the UK, Brazil
and South Africa.
Preclinical studies of Janssen’s lead
SARS-CoV-2 investigational vaccine
candidate, Ad26.COV2.S, showed that the
vaccine prevented severe clinical disease
in animal models. The recently published
results of these studies also showed
that the vaccine candidate produced an
immune response and reduced the risk
of adverse events associated with severe
COVID-19, including pneumonia, weight
loss and death.
Mexico has announced it is participating in phase 3 trials investigating Russia’s
Sputnik V COVID-19 vaccine. Once permission is granted by Mexican regulators, the
vaccine will be transported to Mexico and
will bested in several thousand volunteers
in October.
International researchers, led by the
Washington University School of
Medicine in St. Louis, are initiating a
global trial to determine whether the
measles, mumps and rubella (MMR)
vaccine offers protection against SARSCoV-2 infection in frontline healthcare
workers. The trial, which aims to enroll
up to 30,000 healthcare workers across
the globe, is being co-led by University
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College London and the University of the
Witwatersrand in Johannesburg, both via
the CROWN (COVID-19 Research Outcomes Worldwide Network) Collaborative,
an initiative funded by a $9 million grant
from the COVID-19 Therapeutics Accelerator. Researchers from centers in African,
European and North American countries
will participate.
Brazil’s technology institute Tecpar,
which previously agreed to produce
Russia’s Sputnik V COVID-19 vaccine, has
announced that it plans to conduct a
10,000-volunteer phase 3 study on the
vaccine at the beginning of next year. The
study will be conducted in Brazil following
approval from the country’s ANVISA health
regulator. According to Tecpar, the institute
plans to produce the vaccine for Brazil in
the second half of 2021 and will also seek
to export the vaccine to other Latin American countries.
Thermo Fisher has agreed to produce
Inovio’s COVID-19 vaccine, INO-4800, in
2021. While Inovio expects to produce and
distribute up to 100 million doses, the biotech company is in ongoing litigation with
another manufacturer that controls much
of the intellectual property (IP) used to
produce their vaccine products. According
to Inovio, this manufacturer appears to be
unable to make commercial quantities of
their vaccine but is refusing transfer of the
IP to another manufacturer.
SpyBiotech, partnered with the Serum
Institute of India, has initiated a phase
continues on next page
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COVID-19 Update
1/2 trial of a virus-like, particle-based
COVID-19 vaccine based on the hepatitis
B vaccine. A few hundred volunteers have
already been recruited, and the first dosing
of patients have been reported. The trial is
investigating the safety and efficacy of the
vaccine at different doses, which will be
controlled against an adjuvant. Data from
the trial are expected to be available in October or November. The company hopes to
begin a phase 3 trial of the vaccine before
the end of 2020.
Preclinical data from a phase 2/3 trial of
BioNTech’s and Pfizer’s COVID-19 mRNA
vaccine candidate BNT162b2 show the
vaccine produces strong anti-viral effects
against an infectious SARS-CoV-2 challenge in mice and nonhuman primates.
Treatment with the vaccine also protected
against lung infection in all of the SARSCoV-2 challenged rhesus monkeys and
cleared the nose of detectable viral RNA
within three days following infection. Findings from this trial, according to BioNTech,
support the move toward phase 3 testing
of the vaccine.
Sinovac Biotech has announced
that its inactivated COVID-19 vaccine
candidate is safe and is associated with
immunogenicity, according to results
of phase 1/2 clinical studies of healthy
adults aged 60 years and above. The trials,
conducted in China, included 421 healthy
elderly volunteers who were randomized
to receive either the vaccine candidate
or a placebo. No vaccine-related serious
adverse events were reported, and the
seroconversion rate for elderly patients
was similar to that observed in an adult
group aged 18 to 59 years.
CanSino Biologics is expecting to
begin a late-stage clinical trial this month
in Pakistan for potential COVID-19 vaccine
Ad5-nCoV. The trial will enroll approximately 8,000 volunteers, including healthcare workers. Participants will be enrolled
over four months and will be followed for
© 2020 CenterWatch
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(continued from page 2)
up to one year after receiving the vaccine
candidate or placebo.
COVID-19 Therapies:
The University of Chicago Medicine
is launching the BLAZE-1 trial, a phase
2 trial testing the LY-CoV555 antibody
against the SARS-CoV-2 spike protein.
The antibody, developed by Eli Lilly and
AbCellera, was also tested in a phase 1
trial that began in June. In this phase 2
portion, a total of 22 participants with
mild-to-moderate COVID-19 will be treated with LY-CoV555 to test the antibody’s
effects on reducing viral load, symptoms
and signs of infection. All patients in this
study will be followed for up to 90 days.
Three different doses of the therapy will
be tested. UChicago Medicine will ultimately seek to enroll 400 patients across
several centers.
FSD Pharma has submitted an
investigational new drug application to
the FDA for FSD201, a potential therapy
for severe COVID-19. The company plans
to launch a randomized, double-blind
and multicenter study of the therapy. The
trial will be conducted at 25 to 30 sites in
North America and will examine the efficacy and safety of FSD201 at twice-daily
doses of 600 mg or 1200 mg in conjunction with standard of care compared with
standard of care alone in hospitalized
patients with COVID-19.
Therapeutic biotech company Cynata Therapeutics has begun enrolling
patients in its COVID-19 trial, which is
investigating the use of the company’s
proprietary Cymerus mesenchymal stem
cells (MSC) product for the treatment of
severe COVID-19. The open-label trial
will start by enrolling 24 adult patients
receiving intensive care for COVID-19 and
respiratory distress. A total of 12 patients
will be randomly assigned MSC infusions
plus standard of care, while the other 12
patients with be randomized to standard
of care alone.

The National Institutes of Health
has launched two phase 3 trials studying different types of blood thinners as
COVID-19 treatments. The trials look to
determine at what disease stage the
blood thinners might be effective for COVID-19 patients. One study will test a low
and high dose of heparin for preventing
clotting and improving outcomes, with
the potential for testing additional antithrombotic agents depending on trial
progress. The other will assess whether
blood thinners can reduce cardiovascular
or pulmonary complications in newly diagnosed patients that have not been put
in the hospital. A third trial that has not
yet started will evaluate blood thinners
in patients that have been discharged
after being hospitalized for moderate to
severe COVID-19.
Corvus Pharmaceuticals’ investigational monoclonal antibody CPI-006 has
shown promise for treating COVID-19, according to early results from a small phase
1 trial. All 10 participants that received
either a 0.3-mg or 1-mg dose of the drug
generated high levels of antibodies to the
SARS-CoV-2 virus within a week of a single
infusion. Patients saw clinical improvement and no drug-related safety issues
were reported.
Diffusion Pharmaceuticals has dosed
the first two patients in its phase 1b trial of
a synthetic carotenoid, trans sodium crocetinate (TSC), for hospitalized COVID-19
patients with low blood oxygen levels. The
24-patient trial, which is being conducted
at the Romanian National Institute of
Infectious Diseases, is measuring the
drug’s safety and tolerability and its effects
on arterial blood oxygenation. The data
will be used to guide a follow-on efficacy
study that will be conducted in the U.S.
and Europe. Preclinical models have shown
that the drug increased oxygen availability
and provided functional benefit for acute
lung injury and hemorrhagic shock.
CWW2435
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Industry Briefs
Quality-Savvy Sites and
Sponsors Better Positioned for
Post-Pandemic Risks, FDA
Official Says
Sites and sponsors that already have robust quality and risk-based management
systems are better positioned to deal with
new risks in a postpandemic world, one
FDA official says.
Some firms are “just embarking on
select pieces, while others have implemented overarching quality management
systems that include mature risk assessment and management processes, [and]
the use of quality-by-design principals
at the study level,” Jean Mulinde, policy
adviser for the FDA’s Center for Drug Evaluation and Research, told attendees at last
week’s Clinical Trial Risk and Performance
Management virtual summit hosted by
Metrics Champion Consortium.
And while conceding that she didn’t have
hard data to support the statement, Mulinde
said “those firms that were the furthest
along in their journey were the firms that
were most capable of transitioning, certainly
after rolling regional pauses, to continue
clinical trials” in the wake of COVID-19.
Site monitoring during the pandemic is a
major area of concern, she said. Stakeholders want to know “how to pivot to electronic
informed consent or other types of consent
procedures that rely on electronic systems.”
Based on questions the FDA has received in
recent months, it appears that many stakeholders have very limited experience with
remote monitoring strategies. Some also are
hampered by “relatively immature centralized monitoring capability, immature quality
and risk management systems, the use of
quality by design, and the absence of welldeveloped risk-based monitoring strategies
in general,” she said.
The agency recommends that sponsors considering a switch from on-site to
remote monitoring should first consider
whether there is a compelling reason to do
© 2020 CenterWatch

so. Appropriate procedures and technology
for remote monitoring should be in place,
Mulinde said, adding that sponsors need to
check patients’ existing informed consents
to see if remote review of records is permissible. She said an FDA review of a small
sample of informed consents, conducted
before the pandemic, found a “broad range
of language” on the issue.
Mulinde said FDA also recommends
that sponsors either establish a secure
remote viewing portal between a site and
a monitor or request that sites upload
certified copies of source records to a
sponsor-controlled electronic system. But
she said the latter approach “may be more
burdensome to sites.”

AstraZeneca Halts Phase 3
Vaccine Trial over Possible
Serious Adverse Reaction
AstraZeneca has paused a late-stage trial
of its promising COVID-19 vaccine candidate while it evaluates a single UK patient
who may have experienced a serious
adverse reaction.
The drugmaker said in a statement that
its “standard review process was triggered,
and we voluntarily paused vaccination” in
the U.S. phase 3 trial in order to assess the
safety data. AZ did not elaborate on the nature of the possible adverse reaction except
to describe it as “a potentially unexplained
illness,” meaning it’s possible it may not have
been caused by the vaccine.
“We are working to expedite the
review of the single event to minimize any
potential impact on the trial timeline,” the
company said in its statement. “We are
committed to the safety of our participants
and the highest standards of conduct in
our trials.”
The UK drugmaker, which is licensing
the vaccine candidate from the University of
Oxford, began the 30,000-patient U.S. phase
3 trial on Aug. 31 at 62 sites, according to
ClinicalTrials.gov.

Drugmakers Pledge Science
over Speed in Vaccine Trials
The CEOs of nine pharmaceutical companies racing to develop COVID-19 vaccines
made an unprecedented pledge last week
to “uphold the integrity of the scientific
process” in the trials they are conducting
for vaccine approval.
The unusual move was meant to ease
the public’s doubts about the process used
to evaluate and approve COVID-19 vaccines
and comes as the push for a COVID-19 vaccine by year’s end heats up, with President
Trump vowing last week that a vaccine approval could come as early as October.
The safety pledge came from CEOs at
AstraZeneca, Pfizer, BioNTech, GlaxoSmithKline, Johnson & Johnson, Merck, Moderna,
Novavax and Sanofi. Four of the companies,
AstraZeneca, Moderna and Pfizer/BioNTech
jointly, already have three vaccine candidates in phase 3 trials.
All of the companies pledged that they
will only file for approval or Emergency
Use Authorization for their vaccines after
they have demonstrated safety and efficacy in a phase 3 trial. They also pledged to
maintain “high scientific and ethical standards” in clinical trials and the manufacture
of the vaccines, and to make the safety and
well-being of vaccinated individuals their
top priority.
Multiple polls have found that Americans are largely skeptical of the accelerated
COVID-19 vaccine development process
and believe that the Trump administration
is pressuring the FDA to approve a vaccine
before safety and efficacy thresholds have
been met.

Report: Hybrid Trials May Help
CRO Market Recover, Increasing
Revenue to $64B by 2024
Greater reliance on hybrid clinical trial
models, remote patient monitoring and
virtual trial platforms during and after
continues on next page
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the COVID-19 crisis is expected to drive
revenue growth for the CRO market to
upward of $63.8 billion by 2024, representing an 8.2 percent annual rate of increase
from the $43 billion in revenue reported
in 2019.
According to a Frost and Sullivan
research report, the recovery of the CRO
market will likely start in 2023. While drug
discovery and preclinical activity will see
an initial decline in revenue, Frost and
Sullivan forecast that rapid recovery will
be achieved through implementation
and increased use of virtual trial tools and
evolving regulatory policies.
In the report, the firm noted that
pharma’s R&D spending is expected to
decrease by 2 percent to 3 percent by 2024,
primarily due to the pandemic. However, hybrid models may ultimately enable R&D cost
savings of up to 15 percent to 20 percent,
reducing the risk of trial interruptions, the
report added.

Scientists Cite Concerns Over
“Unlikely” Patterns in Phase
1/2 Trial Data of Russia’s
COVID-19 Vaccine
The reliability of early-stage trial results
of Russia’s COVID-19 vaccine, Sputnik-V,
are being called into question in an open
letter penned by a team of 26 scientists.

These scientists are saying they observe
patterns in the study data that look
“highly unlikely,” including reports that
several participants receiving the experimental vaccine in the study had identical
antibody levels.
The scientists, most of whom are from
universities in Italy, addressed their concerns to the editor of The Lancet, the journal that published Russia’s early-stage
trial results of its vaccine. The concerns
were based on the published summary
of the trial data rather than the original
data itself.
Moscow’s Gamaleya Institute, which
developed Sputnik-V, has publicly rejected the criticism, saying “the published
results are authentic and accurate” and
were assessed by five Lancet reviewers.
The institute rebukes the open letter by
noting it had submitted the raw trial data
to the journal in their entirety.
This isn’t the first time Sputnik-V has
drawn criticism from global scientists. In
early August, the vaccine candidate was
approved by Russian health regulators
before large-scale phase 3 trials of the
vaccine had been conducted. Since then,
the Gamaleya Institute has launched a
40,000-participant phase 3 trial of the vaccine. So far, approximately 31,000 patients
have enrolled in that trial.

Real-World, Natural History
Data May Supplement,
Replace Placebo Data in
DMD Trials
The largest-ever multinational, multicollaboration study in Duchenne muscular
dystrophy (DMD) has found that real-world
data (RWD) and natural history data (NHD)
are comparable to data from placebocontrolled trials, suggesting RWD and
NHD could either supplement or replace
placebo controls in DMD studies.
The DMD study was conducted by the
multistakeholder, global research coalition
Collaborative Trajectory Analysis Project
(cTAP), which was established in 2015. A
total of 383 patients with DMD randomly assigned to receive placebos in six clinical trials
were compared with data from a real-world
setting comprising 430 patients from five
clinical registries in the U.S. and Europe.
Outcomes, including a six-minute walk
distance assessment, were fairly consistent
between patients in the placebo-controlled
trials and patients from the real-world and
natural history studies. According to the
cTAP investigators, the potential for bias
was low, suggesting that RWD and NHD in
trials could be considered valid and may be
usable in drug trials for other diseases.
The study can be found here: https://bit.
ly/3mdEl6G.
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Up and Coming
This feature highlights changes in clinical
trial organizations’ personnel.

Adagio Therapeutics
Eric Kimble has been named chief commercial officer of Adagio Therapeutics. Kimble
was recently chief commercial officer at
Entasis Therapeutics. Adagio has also named
Ed Campanaro as senior vice president
of clinical operations. Campanaro most
recently served as senior vice president of
clinical operations at Artugen Therapeutics.

CavoGene LifeSciences
CavoGene LifeSciences has appointed
Daniel Jorgensen to CEO of the company.
Jorgensen most recently served as vice
president of AMAG Pharmaceuticals.

Diffusion Pharmaceuticals

Prior to this appointment, Letser led U.S.
business development activities at Porton
Pharma Solutions.

National Pharmaceutical
Council

Diffusion Pharmaceuticals has appointed
Robert Cobuzzi to president and CEO.
Cobuzzi was previously president and CEO
of MitoCUREia.

The National Pharmaceutical Council has
named Robert Dubois as interim president
and CEO. Most recently, Dubois served as
the organization’s chief science officer and
executive vice president.

Eli Lilly

Oasmia Pharmaceutical

Hong Jiang, serial entrepreneur and a
biotech investor, has been named chief
operating officer of Aegis Life.

Patrik Jonsson has been named senior vice
president and chief customer officer of Eli
Lilly. Formerly, Jonsson was president and
general manager of Eli Lilly Japan.

Fredrik Järrsten has been appointed by
Oasmia Pharmaceutical to the role of chief financial officer. Järrsten is currently the chief
financial officer and deputy CEO of investor
company Karolinska Development.

Agios Pharmaceuticals

FibroGen

Agios Pharmaceuticals has named Jonathan Biller as chief financial officer and
head of legal and corporate affairs. Recently,
Biller was chief legal officer at Agios.

FibroGen has found its new chief scientific
officer in Percy Carter, former global head
of discovery sciences at Janssen.

Aegis Life

AlloVir

Invivoscribe

Ercem Atillasoy has been named chief
regulatory and safety officer of AlloVir. He
was former vice president and therapeutic
area head of vaccines and infectious disease
at Merck Research Laboratories.

Invivoscribe has appointed Loui Madakamutil to the role of chief scientific
officer. Madakamutil most recently served
as senior vice president and head of
discovery and preclinical development at
Nektar Therapeutics.

Black Diamond Therapeutics

LB Pharmaceuticals

Rachel Humphrey has been named chief
medical officer of Black Diamond Therapeutics. Prior to this appointment, Humphrey was chief medical officer of CytomX
Therapeutics. Black Diamond also named
Fang Ni, former principal and investment
team member at Versant Ventures, as the
company’s new chief business officer.

Anna Eramo has been named chief
medical officer of LB Pharmaceuticals.
Eramo most recently served as clinical and
medical affairs head of the U.S. division
of Lundbeck.

C4 Therapeutics
Andrew Hirsch has taken the helm of C4
Therapeutics as the company’s CEO. Hirsch
was most recently chief financial officer
and head of corporate development at
Agios Pharmaceuticals.
© 2020 CenterWatch

MetaboMed
Ali Fattaey has been named CEO of MetaboMed. Previously, Fattaey was president
and CEO of Boston-based biotech company Curis.

Nanoform
Sergie Letser has been appointed to the
business development team at Nanoform.

Oncopeptides
Oncopeptides has appointed Mohamed
Ladha to the role of general manager of the
company’s U.S. business unit. Prior to joining
Oncopeptides, Ladha was vice president and
head of commercial, operations and medical
affairs at Tocagen.

Phosplatin Therapeutics
Phosplatin Therapeutics has added
Joseph O’Donnell to its staff as the
company’s interim chief medical officer.
O’Donnell was previously Elizabeth Decamp McInerney professor of medicine at
the Geisel School of Medicine at Dartmouth University. Jason Summa, former
oncology director and clinical project
scientist with Janssen, has also been
named by Phosplatin as vice president of
clinical development.

PrecisionLife
PrecisionLife has named Simon Beaulah
as senior vice president of healthcare
and head of U.S. operations. Beaulah was
most recently director of healthcare
at Linguamatics.
continues on next page
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Premier Research
Cassandra Matney has been named
senior medical director of Premier Research.
Formerly, Matney was senior manager of
medical affairs liaison at Astellas Pharma.

ReCode Therapeutics
ReCode Therapeutics has appointed Mukul
Agarwal to the role of chief business officer.
Agarwal was most recently vice president
of corporate development at Forty Seven.
Vladimir Kharitonov, former vice president of research and development at Pacira
Pharmaceuticals, has been appointed by
ReCode to the role of senior vice president
of chemistry, manufacturing and controls.

Sana Biotechnology
Ed Rebar has been named chief technology officer of Sana Biotechnology. Previously, Rebar was chief technology officer

at Sangamo Therapeutics. Sana Biotechnology has also named Terry Fry, former
professor of pediatrics, hematology and
immunology as well as director of cancer
immunotherapy at the University of Colorado School of Medicine and Children’s
Hospital Colorado, as senior vice president
and head of T-cell therapeutics.

Spruce Biosciences
Rosh Dias has been named chief medical
officer of Spruce Biosciences. Previously, Dias
was the chief medical officer of Indivior.

Tmunity Therapeutics
Vijay Reddy has been named chief research
and development officer of Tmunity Therapeutics. Previously, Reddy was a medical
oncologist at MD Anderson Cancer Center.
Simona King has also joined Tmunity in
the role of chief financial officer. King was

recently the vice president of finance at
Emergent BioSolutions.

Transcenta Holding
Global biotherapeutics company Transcenta Holding has appointed Charlie Qi
as its senior vice president of global clinical
development. Qi was recently head of oncology product development at Roche Global
Product Development Center.

UroGen Pharma
Jason Smith has been appointed general
counsel and chief compliance officer of
UroGen Pharma. Most recently, Smith
was chief counsel of oncology at Pfizer.
UroGen has also named Polly Murphy
as chief business officer. Murphy was
recently Pfizer’s vice president for early
commercial development in the oncology
business unit.
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How bioresearch monitoring (BIMO) programs
monitor trials and recent inspection trends

n

Common data integrity traps

Learn more: www.centerwatch.com/dict
© 2020 CenterWatch

n

How to prioritize remediation efforts by risk; and

n

How current trends in clinical trials make data
security more complicated — and more important
— than ever, including increased FDA scrutiny of
data monitoring committees, data reporting by
trial subjects themselves and corporate pressure
to cull topline data for press releases.
Contact Sales: sales@centerwatch.com 617.948.5100
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The number of trials registered with ClinicalTrials.gov has increased by 44 percent
in the same period, Slack said. Data from
the Tufts University Center for the Study of
Drug Development show phase 3 trials have
experienced a 70 percent increase in trial
procedures and an 86 percent jump in the
number of endpoints.
To ensure that sites can adjust to growing
financial and staffing pressures, sponsors need
to find innovative ways to relieve their burden,
he said, pointing to one sponsor’s two-year
relationship-building effort as a model.
Sanofi’s SMILE (Sanofi Making Investigators’ Lives Easier) program began in 2018
as a conversation with the sponsor’s site
partners about their needs. “The theme always resonated around complexity, around
burden,” said Vicky DiBiaso, Sanofi vice
president and head of global strategy and
collaboration. “So at that point, we really felt
let’s address burden,” DiBiaso said. “How do
we focus on that, where do we even start?”
The company’s focus on improving site
relationships was spurred by a disappointing
11th place finish on the 2017 CenterWatch
Global Site Relationship Benchmark report,
DiBiaso said.
The resulting five-point plan put the
company in a position to help their sites
survive when the COVID-19 pandemic hit in
late 2019, DiBiaso said. “I can honestly say
one of the things that we’re proud of is that
we have not had to stop any of our studies
for enrollment,” she said. “We are still starting
new studies because of a lot of the things
that we addressed early on in this.”
Sanofi began by considering protocol optimization, using digital and real-world evidence to “pressure- test” their trial templates
and make them adaptable to unanticipated
events, such as a worldwide viral infection.
When planning new studies, “if we have
to apply some flexibility, whether it’s in a
remote procedure, whether it’s in direct-to© 2020 CenterWatch

patient drug shipments,” she said, “that is
already built in to avoid an amendment, to
avoid the slowdown in continuing the trial.”
“A lot of times you may have a protocol
that’s developed through science,” added Karri
Venn, president of research at LMC Manna,
one of Sanofi’s partners, “but not thought
about the clinic perspective. And so I think the
minute you get those two together, you realize what is that “must-have” vs. the “wish list.”
“The concept is not to go back every time
as a site to feed back the same information,”
Venn said. “But to have that information embedded into protocols as they move forward,
become the standardization, makes it easier.”
DiBiaso said speed was essential in reacting to the pandemic. “If you have patients
that all of a sudden, with very little notice, as
we’ve all seen with COVID, cannot get to the
clinic, [then] there’s a smooth transition to
remote capabilities.”
LMC Manna conducted a virtual trial
experiment with Sanofi in 2016 that proved
the point, Venn said, giving it the site intelligence needed to pivot quickly to telemedicine when the pandemic hit. “It took
literally over a weekend and our sites were
comfortable, our [quality management system] team was comfortable creating these
processes,” she said. “We had many years
prior to COVID hitting so that we were ready
to run with it.”
The second area Sanofi addressed was
finance and contracts. “When we started
SMILE,” DiBiaso said, “some of the feedback
we were getting is that payments perhaps
weren’t as timely as sites would like to see.”
The company instituted a policy of a twoweek payment turnaround to help alleviate
sites’ concerns about cash flow, a move that
has proven very helpful to partners trying to
weather the current economic downturn.
Sites need monthly payments, Venn
agreed. “If they’re only getting paid quarterly
in a time where there’s a cash crunch, it becomes very meaningful to see that monthover-month cash.”

And more transparent negotiation procedures have helped sites understand the
payment structure more clearly, increasing
startup time and allowing faster site reimbursement without hold-backs.
The third focus, Sanofi’s site partnership approach, has improved relationships,
DiBiaso said. “We’re trying to be much more
transparent with the portfolio so that sites
know what studies are coming and when.”
As part of the partnership, the company
has established dedicated points of contact
for each site to help keep them in the loop and
offer feedback. “A lot of our site partnerships
are the first sites that we turn to for feedback
on our protocol design, as part of the optimization for the real world,” DiBiaso said.
Recruitment also is a partnership function, she said. The company’s global recruitment capacity and focus on patient feedback
has allowed it to achieve two to four times
more enrollment per site than previously.
CRA empowerment is the fourth prong
of the SMILE program, featuring enhanced
training and motivation to help reduce
monitor turnover. “These CRAs are the face
of the sponsors,” DiBiaso said. “So we want
to make sure that our CRAs feel empowered
and part of our team, and that they’re really
equipped with the knowledge and the skills
to do the job easily.”
As the fifth step in the plan, Sanofi improved its overall study support through such
methods as gathering site feedback on case
report form design. And the company’s virtual
site selection and investigator meeting innovations placed it well when the pandemic hit.
“We have all of that ready to go because
of SMILE, and so we’re able to adjust very,
very quickly,” DiBiaso said.
Venn agrees. “We’ve moved 10 years in
the research industry in literally six months.”
The SMILE program paid off in higher
ratings from sites on the most recent
CenterWatch survey. From a disappointing
11th place in 2017, the company jumped 10
places to top the list in 2019.
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worked in recent months to keep studies
going. The focus has been on trial continuity during a pandemic, he explained. While
there is opportunity for greater patient
engagement in the approaches taken, study
teams will need to pause and talk with
patients to make sure they are offering truly
patient-centric options.
Going forward, the industry needs to step
out of the crisis mindset and commit to real
change, Lipset said. That means investing
in SOP reviews, training, new vendors and
partners for new operating models, along
with changing how protocols are written and
how researchers interact with patients.
“We mustn’t lose sight of the intersection between decentralized research and
patient-centricity,” he said, noting that research needs to include patients in even the
earliest study conversations to make sure
that studies are providing what they want
and need, not just what available technology can deliver. “What we most often hear
from patients is that they want choice. They
want options in how they participate [in
clinical research], not just to have us replace
one option with another.”
Nancy Dreyer, chief scientific officer and
senior VP of real-world solutions at IQVIA, is
cautiously optimistic, noting that while different types of clinical trial designs are being
accelerated, it remains uncertain that this
change will be sustainable.
“It’s got legs and will keep going,” said
Dreyer, who also won a Red Jacket Award
this year, “but solving all the world’s issues so
we can get drugs delivered to the right place
is the holy grail, not a near-term fix, but a
laudable goal.”
Deieso suggested that demand for
change from patients and consumers makes
it more likely that positive changes will continue. Public pressure on the industry and
regulators to adopt methods that include
more patient input and make it easier and
© 2020 CenterWatch

more productive for patients to participate
in trials can help ensure that the changes
made so far are sustained and built upon, he
said, adding, “Keep a little optimism for what
the consent of the public can do.”
“Different types of clinical trial designs
are being accelerated as companies and
regulators realize things need to be done
differently,” Amir Kalali, chief curator and
chairman of CNS Summit, agreed. “Younger patients are different from people our
age. They are not going to put up with the
kind of stuff we did,” meaning the younger
study populations are more likely to demand flexibility in how they participate in
clinical trials.
Technology, the experts agreed, will
continue to play an ever-increasing role in
both decentralization of research and patient engagement. Digital technology that
allows virtual visits with research associates
or healthcare providers has been critical in
allowing studies to move forward under
COVID-19, and appear to improve patient
engagement, as well.
“Technology plays a key role in our daily
lives,” Jessica Kim, creative director, patient
experience and engagement at BBK, said in
an interview. “It makes sense that incorporating technology into clinical studies would
enhance patient experience. Technology can
help integrate clinical studies into a patient’s
everyday life.”
A key to successful integration of technology into clinical research is to ensure that
the tools provided to patients are as userfriendly, meaning they are as intuitive and
easy to use as the technology that patients
use in their daily lives for scheduling, social
engagement and work.
Michelle Longmire, co-founder and CEO
of Medable, suggested that a single digital
interface that allows connection with patients from recruitment through the end of a
study could aid in patient engagement. This
approach could enable research anytime
and anywhere, as well as ensuring patient

involvement from the beginning, she said in
a prerecorded interview.
But use of digital technology and
development of protocols and processes
that accommodate such use are not the only
important features of future clinical research.
Kalali, for instance, stressed the importance of empathy for pharma leaders. Empathy — not only for patients, but also for
researchers, hospitals, regulators and others
having to deal with rapid and dramatic
changes in operations — is the foundation
of other critical measures, including team
building and collaboration, he said.
Ensuring the right work environment is
one of the biggest challenges the industry will
face going forward, Deieso said. That environment must encourage collaboration, closely
related to empathy and team-building.
Cheryle Evans, senior vice president of
North American operations at Advanced
Clinical, also forecast that the complexity of
protocols and study designs will continue to
grow. For instance, more protocols are now
looking at multiple indications, resulting in
adaptive study designs or basket designs,
in which different subgroups are identified
within a patient population and placed into
cohorts or “baskets” for the study.
More protocol amendments are also
being seen, which require more mid-study
updates. That means that interdepartmental
teams need to act more cohesively together
to address those changes, as well as any
mitigations that may be needed, Evans said
in an interview recorded for the event.
Growing use of real-world evidence (RWE)
is also likely, some of the award winners suggested. For instance, Dreyer, in a prerecorded
interview, suggested that RWE should be considered as the bookends to clinical research.
“RWE is where we get our ideas, where
we identify unmet needs or problems to be
solved,” she explained. “And then, we used
exploratory analysis using the RWE, conduct
a trial and again go back to the real world to
see if our findings hold up.”
CWW2435
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Drug & Device Pipeline News
Company
Drug/Device
COVID-19 Trials and Actions
Leukemia and
acalabrutinib
Lymphoma Society
Celularity

Kamada

(CYNK-001) human
placental hematopoietic
stem cell derived NK cells
anti-SARS-CoV-2 plasmaderived hyperimmune
immunoglobulin (IgG)
product
novel virus-like particle
(VLP) vaccine targeting
COVID-19
ADX-629

SpyBiotech and the
Serum Institute of
India
Aldeyra
Therapeutics
Other Trials and Actions
Translate Bio
MRT5005

Medical Condition

Status

Sponsor Contact

patients with hematological
cancers who have tested positive
for COVID-19
adults with COVID-19

initiation of phase 1 trial lls.org

first patient dosed in a
Phase 1/2 trial

celularity.com

hospitalized, nonventilated
COVID-19 patients with
pneumonia

enrollment complete in
phase 1/2 trial

kamada.com

COVID-19

first patients dosed in a
Phase 1/2 trial

spybiotech.com

adult patients hospitalized for
COVID-19

IND approved by the
FDA for phase 2 trial

aldeyra.com

cystic fibrosis

patient enrollment
and dosing resumed in
phase 1/2 trial
Allena
ALLN-346
hyperuricemia in patients with
first patient dosed in
Pharmaceuticals
gout and advanced chronic kidney phase 1 trial
disease
Flexion Therapeutics FX201
osteoarthritis
first patient treated in
second cohort of phase
1 trial
Scholar Rock
SRK-181 in combination locally advanced or metastatic
first patient dosed in
with anti-PD-(L)1 therapy solid tumors
Part A2 of phase 1 trial
Viking Therapeutics VK0214
X-linked adrenoleukodystrophy
initiation of phase 1 trial
Zion Pharma
ZN-A-1041
brain metastases accompanying
initiation of phase 1 trial
HER2+ advanced breast cancer
Compugen
COM701, Opdivo
advanced solid tumors
first patient dosed in
(nivolumab) and BMSphase 1/2 trial
986207
89bio
BIO89-100
severe hypertriglyceridemia
initiation of phase 2 trial
Clene Nanomedicine CNM-Au8
early symptomatic ALS patients
patient enrollment
complete in phase 2 trial
Goldfinch Bio
GFB-887
focal segmental glomerulosclerosis first patients dosed in
(FSGS) and diabetic nephropathy
phase 2 trial
Intensity
INT230-6 combined
colon cancer (non-MSI high),
first patients dosed in
Therapeutics
with Keytruda
pancreatic and bile duct cancer,
phase 2 expansion trial
Merck
(pembrolizumab)
and squamous-cell carcinoma
Lexicon
LX9211
diabetic peripheral neuropathic
first patients dosed in
Pharmaceuticals
pain
phase 2 trial
MyoKardia
danicamtiv (formerly
patients with primary dilated
first patient dosed in
MYK-491)
cardiomyopathy thought to be
phase 2 trial
caused by genetic mutations of the
sarcomere
REGENXBIO
suprachoroidal delivery
wet age-related macular
first patient dosed in
of RGX-314 using the SCS degeneration
phase 2 trial
Microinjector

translate.bio

allenapharma.com

flexiontherapeutics.com

scholarrock.com
vikingtherapeutics.com
zionpharma.com
cgen.com

89bio.com
clene.com
goldfinchbio.com
intensitytherapeutics.com
merck.com
lexpharma.com
myokardia.com

regenxbio.com

continues on next page
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(continued from page 11)

Company
AZTherapies

Drug/Device
ALZT-OP1a

Medical Condition
mild- to moderate-stage ALS

LIPAC Oncology

LiPax (paclitaxel)

Chi-Med
Oncopeptides

fruquintinib
melflufen

Apros Therapeutics

APR003

Atara
Biotherapeutics
Biohaven Pharma

ATA2271

patients with low-grade highly
recurrent non-muscle-invasive
bladder cancer
metastatic colorectal cancer
relapsed refractory multiple
myeloma
advanced unresectable colorectal
cancer with malignant liver lesions
advanced mesothelioma

oral zavegepant (formerly migraine
BHV-3500)
Caribou Biosciences CB-010
relapsed/refractory B-cell nonHodgkins lymphoma
InspireMD
CGuard Embolic
prevention of stroke caused by
Prevention System
carotid artery disease
Precision
Biosciences
Tern
Pharmaceuticals
Ascentage Pharma

PBCAR269A
TERN-201

relapsed/refractory multiple
myeloma
non-alcoholic steatohepatitis

APG-2575

chronic lymphocytic leukemia

Status
first patient dosed in
phase 2a trial
completion of phase
2a trial
initiation of phase 3 trial
enrollment complete in
phase 3 trial
IND approved by the
FDA
IND approved by the
FDA
IND approved by the
FDA
IND approved by the
FDA
Investigational Device
Exemption approved by
the FDA
Fast Track designation
granted by the FDA
Fast Track designation
granted by the FDA
Orphan Drug designation
granted by the FDA
Orphan Drug designation
granted by the FDA
Orphan Drug designation
granted by the FDA
Orphan Drug designation
granted by the FDA
Breakthrough Therapy
designation granted by
the FDA
Rare Pediatric Disease
designation granted by
the FDA
approved by the FDA

AlphaMab Oncology KN046

thymic epithelial tumors

Kleo
Pharmaceuticals
Peptilogics

KP1237

multiple myeloma

PLG0206

prosthetic joint infections

BeyondSpring

Plinabulin

chemotherapy-induced
neutropenia

Clarity
Pharmaceuticals

64Cu-SARTATE

diagnostic for the clinical
management of neuroblastoma

Alydia Health

Jada System

Athena Bioscience

Qdolo (tramadol
hydrochloride) Oral
Solution 5mg/1mL C-IV

Eli Lilly

Trulicity (dulaglutide)

Genentech

Gavreto (pralsetinib)

GlaxoSmithKline

Trelegy Ellipta
(fluticasone furoate /
umeclidinium / vilanterol)

control and treatment of
postpartum hemorrhage and
abnormal postpartum uterine
bleeding
management of pain severe
approved by the FDA
enough to require an opioid
analgesic and for which alternative
treatments are inadequate
type 2 diabetes
additional doses
approved by the FDA
metastatic rearranged during
approved by the FDA
transfection (RET) fusion-positive
non-small-cell lung cancer
asthma in patients aged 18 years
approved by the FDA for
and older
additional indication

Innoviva
© 2020 CenterWatch

Sponsor Contact
aztherapies.com
lipaconcology.com

chi-med.com
oncopeptides.com
aprostx.com
atarabio.com
biohavenpharma.com
cariboubio.com
inspiremd.com

precisionbiosciences.com
ternspharma.com
ascentagepharma.com
alphamabonc.com
kleopharmaceuticals.com
peptilogics.com
beyondspringpharma.com

claritypharmaceuticals.com

alydiahealth.com

athenabioscience.com

lilly.com
gene.com

gsk.com
innovia.com
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Research Center Spotlight
Research Center Spotlight is a monthly 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.

Direct Helpers Research Center
Hialeah, FL
305.828.3555
aileen@dhrtrials.com

Northern Light Eastern Maine Medical Center/
Clinical Research Center			
Bangor, ME
207.973.4767
dmichaud@northernlight.org

Direct Helpers Research Center is a dedicated medical institute that
combines a network of committed and experienced personnel to
conduct an array of clinical research trials in phases 1 through 4.

The Clinical Research Center is the resource for all research activities
within the Northern Light Eastern Maine Medical Center and Northern Light Healthcare.

Great Lakes Medical Research
Westfield, NY
716.326.4890
sbutton@glmr.info

Oklahoma Heart Hospital Research Foundation
Oklahoma City, OK
405.608.1281
Lcordell@okheart.com

Great Lakes Medical Research is a division of Westfield Family Physicians, a private family practice group established in 1979, serving rural
Chautauqua County, NY.

OHHRF and its for-profit subsidiary, Oklahoma Cardiovascular
Research Group, provide cardiovascular trial management services to
pharma, medical device and biotech companies.

IMIC
Palmetto Bay, FL
786.310.7477
info@aktamedika.com

Quest Research Institute
Bingham Farms, MI
248.644.7770
dolly@questri.com

The center was established in 2012 as a continuation of successful
completion of more than 63 trials in previous research clinics.

QUEST Research Institute is based on a foundation of more than 20
years of clinical research experience and the successful completion of
more than 350 phase 1 through 4 clinical protocols.

MediSphere Medical Research Center
Evansville, IN
812.471.4110
ccovert@medisphereresearch.com

Sonora Clinical Research
Eagle, ID
208.861.6848
stacierotzien@hotmail.com

MediSphere is an independent, dedicated clinical research company
conducting phase 2, 3 and 4 clinical research for pharmaceutical,
biotechnology, nutritional and medical device industries.

Since 2003, Sonora has been a dedicated research company with
sites integrated into private practices performing clinical trials as part
of their regular practice.

Mount Vernon Clinical Research
Atlanta, GA
404.698.4584
recruitment@tarheelclinical.com

Sweet Hope Research Specialty
Hialeah, FL
305.456.9062
lisley@sweethoperesearch.com

Mount Vernon Clinical Research has a subject database of 12,000 and
an affiliated medical practice. The five principal investigators have a
combined total of more than 40 years of trial experience, specializing
in internal and gastrointestinal medicine and OB-GYN.

Sweet Hope Research is a multitherapeutic research facility dedicated
to bringing excellence in clinical research to the South Florida community.
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